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Minutes of Meeting Held April 24, 2001

Compan) ETI, H20, Inc.
Route 14
Box 1517
Lake City, FL. 32024

Products: Axen /

EPA File Symbol 72977-E

Axenohl _
EPA File Symbol 72977-R

Attendees: Company representatives: Andrew B. Arata, Mitch Cohen, and
Edwin A. Woolson and Henry Jacoby consultants,

EPA representatives: Nancy WhyTe Alex Traska, Martha Teny, and
Marshall Swindell

The meeting centered on the deficiencies noted in the last agency letter to the company for
both products (an EPA lerter dated 3/15 /01).

1. After significant discussion of the applications and the preliminary efficacy data on citric
acid, it was determined that citric acid will be declared as an active ingredient. The preliminary
data showed that citric acid did show from a 42% - 64% reduction of microorganisms in the -
percent reduction test conducted by the company (this data was submitted for informational
purposes only, and was not officially reviewed by EPA, nor received a MRID number).

2. The company is using the Selective method of support and will submit a new “Cemﬁcauon
With Respect to Citation of Data Form” listing both silver and citric acid as the active

ingredients.

3. The company will submit a new data matrix for each product formulation, for technical
silver and for technical citric acid. A registration standard has been 1ssued for both silver and
citric acid. Most of the data in both standards have been waived or satisfied by use of public

literature data.

4. The company will submit a “Certificate of Analysts,” and a Material Safety Data Sheet (if
available) for the technical sjlver and citric acid. :
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5. The company has submitted five acceptable acute toxicity data on the Axenohl (0.24%
silver, and 20% citric acid formula); however, no acute inhalation study or data waiver request
has been submitted. The company will submit a waiver request for the inhalation data
requirement after discussing the content of the waiver with AD’s toxicologist. [consult witl

Wallace to see if the datg on the Axenolil can be used for the Axen formula???/

6. The efficacy use dilution study (MRID# 45016906) will be placed into review ASAP.
. Nancy Whyte indicated that she would be will to conduct the review if the package is assigned to
her. The data on Enterococcus which was previously reviewed and found to be unacceptable will

not be used for these products.

7. The company will submit a new Confidential Statement of Formula form for each product
declaring citric acid as an active ingredient.

8. The company will submit new labeling for each product. The new labeling will drop all
virucidal claims; declare citric acid as an active ingredient; include appropriate First Aid
instructions in accordance with PR Notice 2001-1; delete any reference to use of the product on
textiles or other surfaces which are not environmental, hard and nonporous in nature.

9. The company will submit a letter designating Henry Jacoby as their new agent.

For any questi.ons or inquiries, please contact Martha Terry at 703-308-6217 or
Marshall Swindell at 703-308-6341.
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Dolana Blount

ETI

1725 Gillespie Way
El Cahon, CA 92020

Subject: EPA Reg. No. 72977-2
Axen
Notification Dated 3/2/04

The notification referred to above, submitted in connection with registration under the Federa!
Insecticide, Fungicide, and Rodenticide Act (FIFRA), as amended, to expand and ciarify the
current pre-cleaning statement, “Surfaces that are heavily soiled with organic matter must be pre-
cleaned prior to using this product”, to the foll lowing, “Prior to application, thoroughly clean all

-surfaces to be treated with an acceptable cleaner or detergent”, is acceptable.

Your notiﬁcation has been made a part of the permanent records for this file

If you have any questions about the comments in this letter, piease feel free to contact Teny Kish
at 703-308-9443, or myself at 703-308-6341.

Sincerely,

4/
s

7
Marsh Swindcl(,’

Product Manager Team 33,
Regulatory Management Branch |
Antimicrobials Division (7510C)

T OREURREnEES
svdraa AR SN N N N
DATE } .......................... ' . ‘ I | " .
L EPA Fumnzo-mnm; Printed on Racycled Paper . P :fﬂfltnfgi
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Axen

EPA File Symbol 72877-2
revizion March 10, 2004

AXEN®

Stabilized Tonic Silver
Hard Surface Disinfectant

Active Ingredient

Silver*: ' _ : - 0.0012%
Citric Acid 4.8400%
Other Ingredients 85.1588%

_ Total 100.0000%
* Electrolytically generated Silver ions

KEEP OUT OF REACH OF CHILDREN

- CAUTION

EPA REG. No. 72977-2 EPA EST. No. XXXXX-X-XX
Manufactured by ETI H,0,
' ' 1725 Gillespie Way
El Cajon, CA 92020

Net Vol. XX oz.
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Axen

EPA File Symbol 72877-2
Revised March 10, 2004

axEN® Disinfectant Pump Spray kills bacteria on envirconmental
hard surfaces (painted, glazed tile, plastic, metal, glass,
glazed porcelain) in your home and public places. It eiiminates
odors on hard nonporous surfaces that you come in contact Wlth

everyday. Use AXEN® Disinfectant Pump Spravy:

In empty garbage cans In diaper palls
In pet areas In empty hampers
In sick rooms On doorknobs
Under sinks In bathrooms

Fast/Easy/Effective: AXEN® Disinfectant is effective against

Salmonella chloeraesuls, Staphylococcus aureus, and Pseudomonas
aeruginosa organisms. Use anywhere in the home, public places,
or boats and vehilcles where there are finished surfaces (painted,

glazed tile, plastic, metal, glass, glazed porcelain}. These

include areas such as the laundry room, recreation room, kitchen,
bedrooms, closets, bathroom, attic and work areas. Interiors of

boats and recreational vehicles, AXEN® Disinfectant can be used
in such areas as the bathroom, kitchen and anywhere there is a
finished surfaces. AXEN® Disinfectant can be used to
disinfectant recycling bins, diaper pails, garbage cans and other
hard surface containers.

Directions for Use

It is a violation of Federal Law to use this product in a manner
inconsistent with its labeling

I surfacesitorbelitréated
, CCER 2 For disinfecting, the
surface must be completely wet with AXEN Disinfectant for 10
minutes. The surface may then be wiped dry with a clean unused
towel .

STORAGE AND DISPOSAL

Storage Do not contaminate water, food or feed by storage or

disposal.
Disposal Do not reuse container. Rinse thoroughly before
' discarding in trash or recycling.

Lo
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Aren :

EPA File Symbol 72977-2
revision March 2, 2004

Stabilized Ionic Silver
Hard Surface Disinfectant

Active Ingredient

Silver* : 0.0012%
Citric Acid ’ 4.8400%
Other Ingredients : : 95.1588%

: Total 100.0000%
* Electreolytically generated Silver ions

KEEP OUT OF REACH OF CHILDREN

CAUTION

EPA REG. No. 72977-2 ' ' EPA EST. NO. XXXXX~X~XX
Manufactured by ETI H,0,
1725 Gillespie Way
El Cajon, CA 92020

Net Vol. XX oz.
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Axen

EPA File Symbol 72977-2
Revised March 2, 2004

AXEN® Disinfectant Pump Spray kills bacteria on environmental
hard surfaces (painted, glazed tile, plastic, metal, glass,
glazed'porcelain} in your home and public places. It eliminates
odors on hard nonporous surfaces that you come in contact with

everyday. Use axeN® Disinfectant Pump Spray:

In empty garbage cans In diaper paills
In pet areas In empty hampers
In sick rooms On doorknobs
Under sinks In bathrooms

Fast/Easy/Effective: AXEN® Disinfectant is effective against
Salmeonella chloeraesuis, Staphylococcus aureus, and Pseudomonas
aeruginosa organisms. Use anywhere 1n the home, public places,
or boats and vehicles where there are finished surfaces (painted,

glazed tile, plastic, metal, glass, glazed porcelain}. These
include areas such as the laundry room, recreation recom, kitchen,
bedrooms, closets, bathroom, attic and work areas. Interiors of
boats and recreational vehicles, AXEN® Disinfectant can be used
in such areas as the bathroom, kitchen and anywhere there is a
finished surfaces. AXEN® Disinfectant can be used to
disinfectant recycling bins, diaper pails, garbage cans and other
hard surface containers.

Directions for Use

It_ié a violation of Federal Law to use this product in a manner
inconsistent with i1ts labeling

Prior to application, thoroughly clean all surfaces to be
treated. For disinfecting, the surface must be completely wet

with AXEN® Disinfectant for 10 minutes. The surface may then be
wiped dry with a clean unused towel. :

STORAGE AND DISPOSAL

Storage Do not contaminate water, food or feed by storage or
disposal. _

Disposal ' Do not reuse contalner. Rinse thoroughly before
discarding in trash or recycling.

A S




Duolana Bloent To: Tony Kish/DC/USEPA/US@EPA
< dblount@imspure.co cc: rimhanson@bresnan.net
m> Subject: £EPA Rag# 72977-2-

03/10/04 03:03 PM

March 10, 2004

Re:  Axen, EPA Reg# 72977-2
-Notification of other labeling revisions per PR Notice 98-10

Mr. Kish:

Attached per our conversation today is the revised label for our product Axen (EPA Reg# .
72977-2). Please replace the label dated March 2, 2004 with the attached label dated March 10,
2004. Asrequested, 1 have highlighted the revised pre-cleaning instructions.

Thank you for your assistance. If you need any further information, please contact me directly.

Best Regards,
Dolana

<7xml:namespace prefix = st] ns = "urn:schemas-microsoft-com:office:smarttags" />Dolana
Blount

ETI H20

DBlount@imspure.com

619.596.8600, ext. 105
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This message is intended for the sole use of the intended recipient. The message
and any files transmitted with it may contain material that is confidential and/or
legally privileged. Any review, reliance or distribution by others or forwarding
without express permission is strictly prohibited. If you are not the intended
recipient, please contact the sender and delete all copies and attachments.
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March 2, 2004

Document Processing Desk (NOTIF)
Office of Pesticide Progiams (7504C)
U.5. Environimental Protection Agency
Room 2664, Crystal Mall 2

1921 Jeiferson Davis Highway
Arfington, VA 22202-4501

Attention: Marshal! Swindell (P 33)

Re:- Axen, EPA Reg. No. 72977.2
Notification of ather labeling revisions per PR Notice 98-10

Dear Mr. Swindell:

As referenced above, we are notifying for clarification of pre-cleaning instructions for
“aAxen”. Upon review of our [abel by the California Department of Pesticide Registration, we were
informed that CDPR did not feel our pre-cleaning statement was not clear for the user. We are
making this revision in an effort to more clearly instruct the user of this product of the pre-cleaning
step and to satisfy the COPR for registration purposes. This submission is in full compliance with the
notification pracedure as identified in PR Notice 98-10.

As required by PR Notice 98-10 for notifications for other labeling revisions, enclosed please

find the following:
1. Application Form 8570-1, including the PR Notice 98-10 Certification Statement’

2. One copy of the product labeling with the changes highlighted.
Please let me know if you have any questions about the enciosed items.
Best Regards,

e

olana Biount
Regulatory Director

1725 Gillespie Way » £l Cajon, CA 820320 e telephone £16-596-8600 o facsimila §19.506-8700
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EFA Reg Nunber, Date of Issuance:

U5 ENVIRONMENTAL PROTECTION AGERCY
Offrce of Prstseide Programs 4

Regisuaiion Division {H7505C) JUN L 6 ZUUI

401 "M" St SW. 72971-2

Washingion, D.C. 20460

H

Tem of tsuance: ¢ ditional

NOTICE OF PESTICIDE:
x_ Repistration _
... Reregistration 1
MName of Pesticide Froducr:
(under FIFRA, as amended)
Axen

" Hame and Addieas of Rrg:isxn.ﬁ! {include ZEF Code):

ETIH,0
Route 14, Box 1517
Lake City, FL 32054

Wgumnkmbmm&dwm&i&cw—b}&:kﬁmﬁm

Note: Changcsm inbeling differing in subsiance Emml.huaw:ptd in Eanoection with y
"ﬂ:l: above EPA Tegistralion 1 Tiumber.

Division prior to use of the label in COMmMErCE. In any t.antrpnnd:nn: oo this produd.nl_

On the basis of information furshed by the registranl, the above named pesticide is hezeby tegulctcd.frtug:stcred wder the Fedenl Insecticide, Fungicide 2nd
Rodenlicide AgL

Registration i3 in no way to be construed 83 an endonsement or meommendauan of this product by the Agency. In arder i6 protect health and the covicoamest the
Adminisiraton, on his molion, may at any time suspend or cancel the registration of B pesticide in accordancs with the Act The seceprance of any n2me in conneciion
with the regisiration of & produc) under this Act is hot 1o be consirued as giving the registrant a right 10 £xcizsive use ¢of the name ar (0113 usc il has been covered by

othets.

o

This product is conditionally registered in accordance with FIFRA sec. 3(c)(7)(A) provided
that you:

1. Submit and/or cite all data required for registration/ reregistration of your product under
FIFRA sec. 3(¢){5) when the Agency requires all registrants of similar products to submit such data;
and submit acceptable responses required for reregistration of vour product under FIFRA secuon 4.

2. Make the following label changes:

a. Revise the EPA Registration Number to read, "EPA Reg. No. "72977-2".

Sigrawre of Approving Officisl: / Dat:
Marshall Swindell, PM 33 Mﬁ JN 26 2001

Regulatory Management Branch 1
Antimicrobial Division (7510C)

~ EPA Form B570-6
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EPA Registration No. 72977-2 | _ -
b. Submit two copies of the revised final printed label for the records.

If these conditions are not complied with, the registration will be subject to cancellation in
accordance with FIFRA sec. 6(e). Your release for shipment of the product constitutes

. acceptance of these conditions.

A stamped copy of the label is enclosed for your records.

If you have any questions conceming this letter, please contact Martha Terry at (703) 308-

6217.

Sincerely,

ol e

Marshall Swindell

Product Manager 33

Regulatory Management Branch 1
Antimicrobial Division (7510C)

Enclosure
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Garrison Dental Solutions INN O\/ATI VE

Attn: Kevin Walburg

110DeWitt Lane

Spring Lake, M1 49456 ' '
MoEBE DL C
SERVIC

A NASDALQ cumpany

Dear Mr. Walburg:

This letter is in response to your offer to pay for the use of our data to support the
registration of your H:ProT product with the US EPA.

As a matter of policy, ET! H20, a division of Innovative Medical Services, does not
permit the use of data submitted to the US EPA in support of a registration, but will
consider an offer of compensation for data that is not considered Confidential

Business Information.

Our data was not generated specifically for silver. All data generated was on the ‘
formulated products containing ionic silver as one active ingredient.

ETI H20O is the original data submitter for the technical grade product Axenohl
(72977-1) and the formulated end use product Axen (72977-2); thus, the “exclusive
use” provisions under FIFRA section 3 (c) (1) (F) protect this data.

ETI H20 believes that OUR product specific data iS inappropriate for support of
your product; however, if you feel the data may be useful, please contact me for

further discussion.

Without additional correspondence, Innovative Medical Services withholds
permission for the use of our data under the “exclusive use” provisions of FIFRA.

Please contact Dolana Blount at 619-596-8600 ext. 105 if you wish to discuss.

Sincerely,

INNOVATIVE 1ZAL SERVICES

Gene Auverbach
Chief Operating Officer

Cc: Marshall Swindel{,.,RB;‘IBB;‘-,_ '
US EPA, Regulatory Management Branch

~ .~y

Antimiciobial Division (72100

1725 Gillespie Way » £l Cajon, California 92020 » voice (619) 594-9900 » facsimile (619) 596-8700
WAVW IMSPUre. Com i
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UNITED STRTES ENVIROMMENTAL FROTECTION AGENCY

WREHINGTON, D.C. 20450

\NOT'“ 1'\.',;
e
""' 4oanl”

ay AR
OFFICE OF

PREVENTION, PESTICIDES

AND TOXIC SUBSTANCES

June 24" 2002

I, Marshall Swindell, Product Manager 33, Regulatory Management Branch I, Antimicrobials
Division, Office of Pesticide Programs, Office of Prevention, Pesticides, and Toxic Substances,
United States Environmental Protection Agency (EPA), certify that the pesucide product listed
below 1s, as of the date of this letter, a registered product under the Federal Insecticide,

Fungicidé, and Rodenticide Act(FIFRA), as amended, and that as such, the product may be sold
and marketed in the United States of America, as authorized and limited by FIFRA. A true and
correct copy of the products label(s) approved by EPA 1s {are) attached and should accompanv

this letter.

Registration of this product with EPA also denotes that the registrant listed below is responsible
for ensuring full compliance with all laws of the United States of America, or governing
jurisdiction, regarding the purchase, sale, application, use, storage, and/or storage and/or disposal

of this product.

Further, the recipient of this letter is on notice that the status of the referenced registration and/or
the accompanying label'may change subsequent to the date of this letter. EPA assumes no re-
sponsibility to notify the recipient of this letter of any change 1n the status of the registration(s)
and/or the product label(s) for the product(s) listed below. EPA assumes no responsibility to
notify the recipient of this letter of any changes in status of the registration and/or product fabe]

for the product histed below.

EPA has issued a registration number {or the product(s) listed below to:

ETI H20

1725 Gillespie Way

El Cajon, CA 92020 :
EPA Registration Number(s): 72977-2

Name(s) of Product(s): Axen Zg/ /
s,

Marshail Swindell
- * Product Manager 33
- ) Regulatory Management Branch I
RN Antimicrobial Division(7510C)
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Front Panel

AxXen

EFA File Symbel 72%877-E
revision June 21, 2001

5 INC

Stabilized Ionic Silver
Hard Surface Disinfectant

Active In_gredient

Silver*. 0.0012%
Citric Acid 4.8400%
Other Ingredients 95.1588%

Total 100.0000%
* Electrclytically generated Silver ions

KEEP OUT OF REACH OF CHILDREN

CAUTION

EPA REG. No. 723977-E EPA EST. No. XXxxX-X-xX
Manufactured by ETI H,O,
' Route 14, P. O. Boxi517
Lake City, FL. 32024

Net Vol. 36 oz.

ACCEPTED
_with COMMENTS
in EPA Letter Dated:

JUN 2 6 2001
Under the Faderal Insecticide,
N Fungicide, and Rodentcide Actas
I © iaiended, lor the pesticide. 4
ivyislered under EPA Reg. No. h/: !

- A H
Fold TP 7T i
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Raclk Pane
Axen

EPA File
Revised J
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Symbol 72877-E2
une 21, 2001

AXEN@ Disinfectant Pump Spray kills bacteria on environmental
hard surfaces (painted, glazed tile, plastic, metal, glass,
glazed porcelain) in your home and public places. It eliminates
odors on hard nonporous surfaces that you come in contact with

everyday. Use AXEN® Disinfectant Pgmp Spray:

In empty

In pet ar
In sick r
Under sin

garbage cans In diaper pails
eas In empty hampers
0Oms On decorknobs
ks In bathrooms

Fast/Easy/Effective: AXEN® Diginfectant is effective against
a chloreraesuis, Staphylococcus aureus, and Pseudomonas

Salmonell
aeruginos

a organisms. Use anywhere 1in the

home, public places,

or beats and vechicles where there are finished surfaces

glazed tile, plastic, metal, glasg, glazed porcelain}.
These include areas such as the laundry room, recreation ro>om,
bedrooms, closete, bathroom, attic  and work areas.

(painted,

kKitchen,

. - ' ' ] \ .
Interiors of boats and recreational vehicles, AXEN Diasinfactant

can be us
there is

hard surt

Direction

ed in such areas ag the bathroom,

kitchen and anywhere

a finished surfaces. AXEN® Disinfectant can be uased to
disinfectant recycling kins, diaper pails, garbage cans and other

ace containers.

s for Use

It ie a violation of Federal Law to use this product 1in & manner
inconsistent with its labeling

Surfaces that are heavy solled with organic matter must be pre-

cleaned prior te using this product.

For disinfecting, th=

surface must be completely wet with AXEN® Disinfectant for 10
Tne surface may then be wiped dry with a clean uwiused

minutes.
towel .

STORAGE AND DISPOSAL

Storage

Dispogal

Do not contaminate water, foed or
disposal.

feea by storage or

Do not reuse container. Rinse thoroughly before

discarding in trash or recycling.

.-
o Ll .

ACCEPTED
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FAX COVER

G nmuummlemwrlnmﬁ__' I IAT ity E DR At
THIS MESSAGE IS INTENDED ONLY FOR "RECEPTION BY THE INDIVIDUAL OR ENTITY 70 WHOM IT 5
ADDRESSID AND A1AY CONTAIN INFORMATION THAT IS PRIVELEGED, CONFIDENTIAL OR RECULATED IN
DISCLOSURE UNDER STATE AND FEDERAL LAWS. IF YOU HAVE RECEIVED THIS COMMUNICATION IN
ERROR, PLEASE NOTIFY US IMMEDIATELY EY TELEPHONE (COLLECT, IF NECESSARY) AND RETURN THE
ORIGINAL COMMUNICATION TO US AT THE ADDRESS SELOW VIA THE US POSTAL SERVICE. THANK YOU.

DATE: O 1§ . 07

TO; M Avnhall Swingdell
P

FAX: 703, Bog B4l

FROM: . Dolana Blount

EFIH20 i
PHONE: (619) 536-8600 Ext. 105
FAX:  (619) 536-8700

i:}f.,gl AT f',’i,lrht"zf--{'/lf‘ g 5 7(//;&.)/ fz
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VIA FACSIMILE
703-308-8431

June 18, 2002
Marshall Swindell .

'Product Manager 33, Antimlcroblal D|v15|on

US EPA
'Wash_lngto_n, D.C.

Dear.Mr. Swindell:

ET1 H20 is requesting two certlfied letters in reference to our registered products,
Axen (72977-2) and Axenchl (72977-1). Please address the first lettet to IMS Korea,
3F, Nonhyun-Dong, Kangnam-Ku, Seoul Korea, and the second letter to innovative
Medical Services, 1725 Cillespie Way, El Cajon, CA 92020. ' )

P]ease send the letters via federal express to our offices at 1725, Gillesple Way, El
Cajon, CA 92020. Our Federal Express number is 1626-3497-6.

Should you have any quesnons, or require additional infarmation, please dé not-
hesitate to contact.me directly.. '

ThanL you,

ETI HZ@_-W
VM é{/lf?(?g/*? {C

“Dolara BIOunt
Assistant 16 the Premdem :

TYTSE e I ol L [ - Aim o, oas 8 -
1725 CIJ-ES}J;E VELY L wdjlh, v balad < n-lf-ruuuuv- %:5-058-8G05 - “.;C-:\-iuuu. Bab-'_rga &igu
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D penING TORM OYOR RTPLICATIONS FOR REGISTEATION /RAMENDMENTS
FILE SYMEOL/REG NO.7.2¢ V7- PM. 3.3 ACTION CODE ¥ 37
. /
DESCRIPTOR - \J5 L w of 4
( }-CHILD RESISTANT PACKAGING: [ ] CERTIFICATION--"
{ ] NON-RESIDENTIAL USE ONLY
[ ] NOT APPLICABLE
REGISTRATION TYPE: [ ') CONDITIONAL [ ] UNCONDITIONAL
PROPOSED CLASSIFICATION: [ ] GENERAL [ ) RESTRICTED USE
DATE ON APPLICATION EPA RECEIVE DATE “PM '-RECE I_V"E ‘DATE-
g2 i/ éoa_. -m /% J(z’?_ d.éﬁ /7 122
o *METH@B*-@P---SU-PPQR;-.— —FORMUIATORS: EXEMPTION .. :
[-3-CITE-ALL l-} _SUBMITTED .- .
[ ) -SELECTIVE [ 1 NOT_SUBMITTED_
(" 1 NOT SUBMITTED [ 1 NOT I_\PPLICABLE. ]
[ ] NOT APPLICABLE™ [ ] INCORRECT/RESUB - -
{ § INCORRECT/RESUB. L . ! ) -
REVIEW(S) REQUESTED ~DATA DATE DUE ~ DATE-
: g x PACK # SENT~ . DATE* . ~RETURNEF— .
CHEMISTRY ~
EFFICACY
TOX1COLOGY
- HED TOX..
ENVIRON. FATE
_FISH/WILDLIFE
OTHER . -~ “l.+v .~
STATUS__ . A S
' | 25 2000
STIPONZE 00T / Z.___ - RTEPONSZT DATE APR s .




UNITED STATES ENVIRONMENTAL PRCTECTION AGENCY

APR 2 6 200

ETIH20 Inc.
Route 14, P.O. Box 1517
Lake City, FL 32024

U.S. AGENT: Heary Jacoby
6709 Ilex Court
New Market, MD 21774

Subject: Axenchl
EPA Registration No. 72977-1
Letter Dated March 4, 2002

Axen _ -
EPA Registration NO. ?2977-2/
Letter Dated February 11, 2002

The Agency is in receipt bf jfour submitted final Storage- Stability Study in support of the '
above EPA Registrations under MRID #456232-01. This study was reviewed and found be
acceptable. This completes the data requirements for these product registrations.

If you have any questions concerning this letter, please contact Martha Terry at (703) 308-
6217.

Sincerely,

o

shall Swindell

Product Manager 33

Regulatory Management Branch 1
Antimicrobial Division (7510C)

..................................
------------------------------------------------------------------

:PA Form 1320-1A (1/90) Printed on Recycled Paper QFFICIAL FILE COPY



HENRY JACOBRY
REGULATORY CONSULTANT"

6709 ILEX COURT ; PHONE: 301-865-9050
NEW MARKET, MD 21774 FAX: 301-
865-4333

February 11, 2002

Document Processing Desk {AMEND)
Office of Pesticide Programs (H?7507C}
Environmental Protection Agency
Antimicrobial Division

Mr. Marshall Swindell

Ariel Rios Building

1200 Pennsylvania Ave.

Washington, D.C. 20460

Dear Marshall:
Re: SUBMISSION OF Storage Stability Study.

Axen, EPA Req. NO. 72977-2
ETI H,0, INC,

ETI uw,0, Inc. has appointed Henry Jacoby to represent it as its
agent before the Office of Pesticide Programs of EPA. Please
forward all correspondence relative to ETI H,06, Inc to Henry
-Jacoby, 6709 Ilex Court, New Market, MD 21774.

This letter transmits the final Storage Stability Study carried
out with Axen under warehouse conditions.




Document Control Desk (Amend)
Office of Peslicide Programs
" U. S. Environmental Proteclion Agency
Aln: Marshall Swindelt (PM-33)
SUBMISSION OF STORAGE STABILITY STORAGE
Axen
EPA Reg. Na, 72877-2

February 11, 2002
Page 2

Please consider this letter to be the transmittal document for the enclosed study. The
studies enclosed are identified below:

MRID Number | Study Citation

Storage Stability Of Axenohl and Axen Under Warehouse Conditions
carried out by EPL Bio-Analytical Services {(EPL-BAS), 395 N,
Memorial Parkway, Harristown, IL 62537, and Submitted by ETI-H20,
INC ., 1275 Gillespie Way, El Cajon, CA 82020.

. If you have questions'regarding this application for registration, please contact me at
(301) 865-9090. '

Sincerely yours,

Lo
A2

enrxéﬁégéby L

cc: - G. Duren




HENRY JACOBY
REGULATORY CONSULTANT

6709 ILEX COURT PHONE: 301-865-90%¢C
NEW MARKET, MD 21774 FAX: 301-
865-4333

Eebruary 11, 2002

Document Processing Desk (AMEND)
Office of Pesticide Programs (H7507C)
Envireonmental Protectlon Agency
Antimicrobial Division

Mr. Marshall Swindell

Ariel Rios Building

1200 Pennsylvania Ave.

Washington, D.C. 20460

Dear Marshall:

Re: SUBMISSION OF Storage Stability Study
Axen, EPA Reg. NO., 72977-2
ETI w0, INC.

ETI H,0, Inc. has appeinted Henry Jacoby to represent it as its
agent before the Office of Pesticide Programs of EPA. Please
. forward all correspondence relative to ETI K0, Inc to Henry
"Jacoby, 6709 Ilex Court, New Market, MD 21774,

This letter transmits the final Storage Stability Study carried
out with Axen undesr warehouse conditions.



Dacument Cantrdl Desk {Amend)

Office of Pesiicide Programs

U. §. Environmental Proteciicn Agency

Alin: Maishall Swindell (PM-33)

SUBMISSION OF STORAGE STABILITY STORAGE
Axen

EPA Reg. Mo, 72977-2

February 11, 2002

Page 2

Please consider this letter to be the transmittal document for the enclosed study. The
studies enclosed are identified below:

MRID Number | Study Citation
' Storage Stability Of Axenohl and Axen Under Warehouse Conditions
carfled out by EPL Bic-Analytical Services (EPL-BAS), 395 N. -
Memoriai Parkway, Harristown, 1L 62537, and Submitted by ET!-H20,
INC., 1275 Gillespie Way, El Cajon, CA 82020. -

If you have questions regarding this application for registration, please contact me at
(301) 865-9090.

Sincerely yours,

cC: G. Duren



HENRY JACOBY
REGULATORY CONSULTANT

6709 ILEX COURT , PHONE: 301-865-9090
NEW MARKET, MD 21774 FAX: 301-
865-4333

February 11, 2002

Document Processing Desk (AMEND)
Office of Pesticide Programs (H7507C)
Environmental Protection Agency
Antimicrobial Division

Mr. Marshall Swindell

Ariel Rios Building .

1200 Pennsylvania Ave.

Washington, D.C. 20460

Dear Marshall:

Re: SUBMISSION OF Storage Stability Study
Axen, EPA Reg. NO. 72977-2
ETI H0, INC.

ETI H,0, Inc. has appointed Henry Jacoby to represent it as its
agent before the Office of Pesticide Programs of EPA. Please
forward all correspondence relative to ETI H,0, Inc to Henry
Jacoby, 6709 Ilex Court, New Market, MD 21774.

This letter transmits the final Storage Stability Study carried
out with Axen under warehouse conditions.



Oczument Control Gesk (Amend)

Office of Peslicide Programs

U. S. Enviroamental Proteciion Agency

Altn: Marshall Swindell {Phi-33}

SUBMISSION QF 3TORAGE STABILITY STORAGE
Axen

cPA Reg. Mo. 72577.2

February 11, 2002
Page 2

Please consider this letter to be the transmittai document for the enclosed study. The
studies enclosed are identified below:

MRID Number | Study Citation

Storage Stability Of Axenohl and Axen Under Warehouse Conditions
carried out by EPL Bio-Anaiytical Services (EPL-BAS), 395 N.

INC | 1275 Giilespie Way, El Cajon, CA 92020.

Memorial Parkway, Harnstown, IL 62537, and Submitted by ETI-H20,

if you have questions regarding this application for registration, please contact me at
(3071) 865-9090.

Sincerely yours,

cC: G. Duren
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460 '

>
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0Ct 1 2 2000

QrpriCe OF
PREVEHTION, PLSTICIDES
AND TOXIC SUBSTANCES

AL ppat®

Henry M. Jacoby
ETI-H20, Inc.

1725 Gillespie Way
El Cajon, CA 92020

Subject: AXEN
EPA Registration Number 72977-2
Your Notification Dated October 9", 2001
EPA Received Date October 9, 2001

Dear Mr. Jacoby:

The notification referred to above, submitted under the provisions of FIFRA Section 3(¢)9, to
add the alternate brand name “Clean Kil}”. Based on a review of the submitted materials, the

following comments apply.

After further constderation the Agency has determined that the notification for the brand name 1s
acceptable. This Notification Has been made part of the permanent records for this file.

If you have any questions concerning this letter, please contact Karen M. Leavy-Munk at (703)-
308-6237.

Sincerely,

Wil vendly 2

Marshall Swindell

Product Manager 33

Regulatory Management Branch [
Antimicrobial Division (7510C)



KAREN,

WOULD YOU PLEASE PULL REG# 72977-2 FROM THE
FILEROOM. THE COMPANY PREVIOUSLY REQUESTED
APPROVAL FOR THE ADDITIONAL BRAND NAME
“CLEAN KILL”, AND WE TURNED THEM DOWN.

SINCE THEN IT WAS DETERMINED THAT THE NAME
HAS BEEN APPROVED FOR OTHER PRODUCTS.
PLEASE SETUP AN ACCEPTANCE LETTER SAYING
AFTER FURTHER CONSIDERATION THE AGENCY HAS
DETERMINED THAT THE NOTIFICATION FOR THE-
BRAND NAME IS ACCEPTABLE.

USE ACTION CODE 333 WITH 10/09/01 AS THE
RESUBMISSION, EPA RECEIVE, AND PM RECEIVE
DATES. USE “TELEPHONE CALL FROM CONSULTANT”
AS THE PRODUCT DESCRIPTOR.

THANKS MARSHALL

1909/
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ETI-H20, Iac.

URITED STATES ERVIRONMENTAL PROTECTION AGENCY

1725 Gillespie Way
£l Cajon, CA 92020

Attenlic_)n:

Subject:

Henry M. Jacoby, Agent
6709 llex Court
New Market, MD 21774

Axen

EPA Registration No.72977-2
- Notification Dated September 7, 2001

SEP 2 7 2008

This will acknowledge receipt of your notification, submitted under the provisions of FIFRA
_Section 3(c)9, to add the alternate brand name “Clean Kill.” Based on a review of the submitted
material, the following comments apply. :

The brand name is false and misleading therefore it is unacceptable and the notification has been
made part of the records for this file. The proposed name can infer that your product is both a

cleaner and disinfectant.

If you have any question concerning this letter, please contact Solange Garvey at (703) 308-8911.

Sincerely,

¥
Marshall Swindell,
Product Manager 33 _
Regulatory Management Branch |
Antimicrobial Division (7510C)

CONCURREHCES

SYMB 0L ). " i -
SPSYVUISY L e ) A ,
HATE > ------------------------------------- 1 """" LITTTTETY FYTTTTTT TR TR, P i e Srpeeepe e r e e L P R R L P L]
EPA Form 1320-1A (1/90) Priated on Recycled Paper OFFICIAL FILE COPY




HENRY JACOBY
REGULATOR?.CONSULTANT

6708 ILEX COURT _ PHONE: 301-865-9090
NEW MARKET, MD 21774 FAX: 301-865-4333

Septembexr 7, 2001

Environmental Protection Agency
Office of Pesticide Programs
Antimicrobial Division (H7507C)
Mr. Marshall Swindell

USEPA Crystal Mall 2

1921 Jefferson Davis nghway
Arlington, VA 22202

Dear Marshall:

Re: Notification of Alternate Brand Name
Axen, EPA File Symbol 72977-2
ETI m,0, INC.

ETI 0, Inc. has appointed Henry Jacoby to represent it as its
agent before the Office of Pesticide Programs of EPA. Please
forward all correspondence relative to ETI H,0, Inc to Henry
Jacoby, 6709 Ilex Court, New Market, MD 21774.

This letter transmits a notification for an alternate brand name
for the product Axen. Axen is the primary brand name and Clean

Kill will be an alternate brand name. No other changes have been
made to the formulation or the label. '

Sincerely yours,

Henry Jacgby

co: G. Duren
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-~ United States Registration OPP dentifier Nurmber
Y EPA Environmental Protection Agency Amendment
: : Washingten OC 20450 X Other
Application {or Pesticide - Section |
. Compary/Product Number .| 2. EPA Product Manager 3. Proposed Classification
73977-2 Marshall Swindell
None D Restricted
Company/Praduct (Namza) PhA
Axen 33
). Name and Address of Applicant {nciude ZIF Code) ' 6. Expedited Review. In accordance with FIFRA Section 3(c)(3)
ETI-H20. Inc. (b)), my product is similar or identical in composition and labeling
1725 Gillespie Way to: : :
El Cajon, CA 92020 ) EFA Reg. No.
g Check if this is a new address Product Name
Section - I
D Amendment - Explain below. Ij Final printed labels inrespanse to L
Agency letter dated
D Resubrnission in response to Agency letter dated D "Me Too" Application.

[: A naiification - Explain below. [ F Other : Explain below.

Explanation: Use additional page(s} if necessary. (For section | and Section 1)

This notification is consistent with the provisions of PR Notice 98-10 and EPA regulatians at 40 CFR 152.46, and no other changes have been
made to the labeling or the confidential statement of formula of this product. [ understand that it is a violation of 18 U. S. C. Sec. 1001 1o
willfully make any false statemeni to EPA. i further understand that if this notification is not consistent with theterms of PR Notice 91-10 and
40 CFR 152.46. this product may be in vielaticn of FIFRA and [ may be subject 1o enforcement action and penalties under section 12 and 14 of

FIFRA.

Section - Il

1. Material This Product Will Be Packaged in:

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container
Yes® Yes Yes Metaj
No 7( Plastic
No No Glass
* Certification must fi“yes" ‘No. per lf "Yes® No. per g;:ser (Specify)
. i i i i Er Cl
he submitted Unit Packaging wgt, caontaines Package wgt container p o N
ocation of Nel Contents Infarmation 4. Size(s) Retail Container 5. Location of Label Directions
' - . On Label
. 3
@ Labet D Container 3: 02 : On tabeling accompanying product
6. tManner in Which Label is AHlixed to Product X} Lithograph E] Other
Paper glued
Stenciled

Section - IV

1. Contact Point {Complete ilems directly below for Identificalion of individual to be confacted, if necessary, to process this appiication.)

lame Title . Telephone No. {include Area Code)
Henry M. Jacoby Agent 301-865-9090
Certification 6. Date Application
I certify that the 'statements | have made on this form and all attachments thereto are true, accurate and complete. Received
I acknowledgé that any knowingly false or misleading statement may be punishable by fi f“ne or imprisonment or ! (Stamped}

bolh under applicable law.

. Signature /‘ 3 Title .
ﬂ’ﬂﬂff (/{\_f&-’f/‘p’ T Agent, ETI-H20, Inc.

. Typed Name . // f/ | 5 pate S ‘/J |
- J.f. _;I .-'; o | "_
Heﬁ’r’y Jacoby /’7_/ 4 _ ix
. Vs e -

:PA Form B570-1 (Rev. §-94) Previous editions are obsolete. White - EPA File.Copy original]  Vellow - Applicant Cep
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- HMENRY JACOBY |
REGULATORY CONSULTANT

6709 ILEX COURT | PHONE: 301-865-9090
NEW MARKET, MD 21774 - FAX: 301-865-4333

June 22, 2001

Environmental Protection Agency

Office of Pesticide Programs

Antimicrobial Division (H7507C)
Mr. Marshall Swindell

Room 308H Crystal Mall 2

1921 Jefferson Davis Highway
Arlington, VA 22202 )

Dear Marshall:

Re: RESUBMISSION QF APPLICATION FOR NEW REGISTRATION
Axen, EPA File Svmbol 72977-FLE
ETI 1,0, INC.

ETI H,0, Inc. has appointed Henry Jacoby Lo represent it as its
agent before the Office of Pesticide Programs of EPA. Please

. forward all correspondence relative to ETI H,0, Inc to Henry

Jacoby, 6709 Ilex Court, New Market, MD 21774.

This letter is in response to the Agency’'s letter of June 21,
2001, which requested several labeling changes. This lettar
transmits labeling revised as per your letter.

The label has been revised as follows:

1. The statements “"It is a violation of Federal Law to use
this product in a manner inconsistent with its labelinag. '
has been added to the label;

2. The term Streptococcus has been removed from the label;

. The word germ has been deleted;

4. The word “~"glazed'' has been added before porcelain and
tile. : :

5. The section under Fast/Easy/Effective has been reviseld to
better describe the use areas;

[



Qifice of Pesricide Programs
U. 8. Environmental Protection Agency
n: Marshall Swindell, PM 33

Attt

RESUZMISSION FOR NEW REGISTRATION
AMen

EPA FILE E&Yi4BOL 72977-E

June 22, 2001
Page 2

&. The label use directions have been revised by adding a
statement requiring pre-cleaning of heavy soiled (with
oxganic matter) surfaces;

7. The label has been revised to use the complete scientific
name of the organisms. Staphylococcus aureus has also been
added since testing was carried out with that organism alico.

8. The label use directions have been revised by revising 2
minute to 10 minutes and by adding a statement reguiring the
surface to be completely wet for disinfecting.

CONTENT OF SUBMISSION
5 copies of labeling

Sincerely vours,

ﬁenpy'Jgfoby',
AN
cC: A. Arata
E. Woolson




Front Panel

A¥en

EPA File Symbol 72977-E
revision June 21, 2001

AXEN®
Stabilized JTonic Silver
Hard Surface Disinfectant

_Active Ingredient

Silverx -0.0012%
Citric Acid = 4.8400%
OCther Ingredients 95.1588%

Total 100.0000%
* Electrolytically generated Silver ions

KEEP OUT OF REACH OF CHILDREN

CAUTION

EPA REG. No. 72977-E EPA EST. No. XXXXX-X-XX
Manufactured by ETI H,0,
Route 14, P. O. Box1517
Lake City, FL 32024

Net Vaol. 36 oz.
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Axen

EPA File Symbol 72977-E
Revised June 21, 2001

AXEN® Disinfectant Pump Spray kills bacteria on environment:tal
hard surfaces {painted, glazed tile, plastic, metal, glass,
glazed porcelain) in your home and public places. It eliminates
odors on hard nonporous surfaces that you come in contact with

everyday. Use AXEN® Disinfectant Pump Spray:

In empty garbage cans ' In diaper pails
In pet areas In empty hampers
In sick rooms On doorknobs
Under sinks In bathrcooms

Fast/Easy/Effective: AXEN® Disinfectant is effective against
Salmonellia chloreraesuls, Staphylococcus aureus, and Pseudomonas
aeruginosa organisms. Use anywhere in the home, public places,
or boats and vechicles where there are finished surfaces
(painted, glazed tile, plastic, metal, glass, glazed porcelain).
These include areas such as the laundry room, recreation room,
kitchen, bedrooms, closets, bathroom, attic and work areas.

Interiors of boats and recreational vehicles, AXEN® Disinfectant
can be used in such areas as the bathroom, kitchen and anywhere
there is a finished surfaces. AXEN® Disinfectant can be used Lo
disinfectant recycling bins, diaper pails, garbage cans and other
hard surface c¢ontainers. :

Directions for Use

It is a violation of Federal Law to use this product in a manner
inconsistent with its labeling

Surfaces that are heavy sciled with organic matter must be pre-
cleaned pricor to using this product. For disinfecting, tha

surface must be completely wet with AXEN® Disinfectant for 10
minutes. The surface may then be wiped dry with a clean u-nused
towel. -

STORAGE AND DISPOSAL

Storage Do not contaminate water, food or feed by storage or
~ disposal. '
Disposal Do not reuse container. Rinse thoroughly before
discarding 1in trash or recycling.

. R
T LA
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

LS 200

ETI H,0

Route 14

P.O. Box 1517

Lake City, FL 32024

MAIL TO: Henry Jacoby, Agent
6709 l1lex Court
New Market, MD 21774

Subject: Axen .
EPA Registration No. 72977-2
Letter Dated July 5, 2001

The Agency.is in receipt of your submitted final printed label based on the previously accepted
draft label dated June 26, 2001. The label has been placed in your product registration file and
not reviewed in accordance with PR Notice 82-2. ' ' :

If you have any questions concerning this letter, please contact Martha Terry at (703) 308-

6217.

Sincerely,

/’}7 wSln S Seris /Gen

Marshall Swindell

Product Manager 33

Regulatory Management Branch 1

Antimicrobial Division (7505C)

CONCURRENCES

SYMBOL . ) T - o At
mR"ME .................................. LIS R TR LY TSR -R L Ll L ] e b WetR e r gt arasrsflascnicaront racrndl e NI AL RO NI AL ORI JEeNAASASN Mt nnwY
SRR R RS SRS ST Sr—— | RO | URPDRTUUIEY SUSPRUORUURRORINt

EPA Form 1320-1A (1/90) _ Printed on Reeyeled Paper QFFICIAL FILE COPY
o wopO @ 2000 - 187-381



HENRY JACOBY
REGULATORY CONSULTANT

6709 ILEX COURT PHONE: 301-865-90290
NEW MARKET, MD 21774 : FAX: 301-865-4333

July 5, 2001

Environmental Protection Agency
Office of Pesticide Programs
Antimicrobial Division (H7507C)
Mr . Marshall Swincdell

Ariel Rios Building

1200 Pennsylvania Ave.
Washington, D.C. 20460

Dear Marshall:

Re: RESUBMISSION OF Final Printed Labeling
Axen, EPA File Symbol 72977-2
ETI 1,0, INC. _

ETI H,0, Inc. has appointed Henry Jacoby to represent it as its
agent before the Office of Pesticide Programs of EPA. Please
forward all correspondence relative to ETI Ko, Inc to Henry

. Jacoby, 6709 Ilex Court, New Market, MD 21774.

This letter 1s 1in response to the Agency's Notice of Pesticide
Registration, dated June 26, 2001, which requested two copies of
final printed labeling. This letter transmits copies of the
finished labels.

The 1abel.has'been revisad bv revising the EPA Registration
Number to read “"EPA Reg. No. 72977-2 '

CONTENT OF SUBMISSION
2 copies of final labeling

Sincerely yours,

. Henrin% -

cC: A. Arata
F. Woolson




AXEN®

Stabilized Jonic Silver
Hard Surface Disinfectant

Active Ingredient
Silver® 0.0012%
' 4.8400%
35.1588%

Citric Acid

Qther Ingredients
. Total 100.0000%

* Electrolytically generated Silver ions

KEEP OUT OF REACH OF CHILDREN

CAUTION
EPA EST. No. 72977-FL-1

EPA REG. No. 72977-2
Manufactured by ~ETI H,0,
Route 14, P. O. Box1517

Lake City, FL 32024

Net Vol. 36 oz

NOT REVIFRED

In Aceordancs with PR Natice §2-%x

#asad on Draft Labsliang Dated

K




AXEN® Disinfectant Pump Spray kills bacteria on environmental hard surfaces
(painted, glazed tile, plastic, metal, glass, glazed porcelain) in your hame and public
places. It eliminates odors on hard nonporous surfaces that you conie in contact
with everyday. Use AXEN® Disinfectant Pump Spray:

. In empty garbage cans In diaper pails
In pet areas In empty hampers
In sick rooms On doorknobs
Under sinks In bathrooms

Fast/Easy/Effective: AXEN® Disinfectant is effective against Salmonella chloreraesuis,
Staphylococcus aureus, and Pseudomonas aeruginosa organisms. Use anywhere in the
home, public places, or boats and vechicles where there are finished surfaces (painted,
glazed tile, plastic, metal, glass, glazed porcelain). These include areas such as the
faundry room, recreatien room, kitchen, bedrooms, closets, bathroom, attic and work
areas. Inteniors of boais and recreational . vehicles, AXEN® Disinfectant can be used in
such areas as the bathroom, kitchen and anywhere there is a finished surfaces. AXEN®
Disinfectant can be used to disinfectant recycling bins, diaper pails, garbage cans and
other hard surface containers.

Directions for Use

It is a violation of Federal Law to use this product in a manner inconsistent with its
labeling

Surfaces that are heavy soiled with organic matter must be pre-cleaned prior 0 using this
product. For disinfecting, the surface must be completely wet with AXEN® Disinfectant
for 10 minutes. The surface may then 'be wiped dry with a clean unused towel.

STORAGE AND DISPOSAL

Storage Do not contaminate water, food or feed by storage or disposal.

Disposal Do not reuse container. Rinse thoroughly before discarding in trash or recycling.




- AXEN®

StaBilized Ionic Silver
Hard Surface Disinfectant

Active Ineredient

Silver* 0.0012%
Citric Acid ' 4 .8400%
Qther Ingredients 95.1588%

Total 100.0000%
* Electrolytically generated Silver ions

KEEP OUT OF REACH OF CHILDREN

CAUTION

EPA REG. No. 72977-2 EPA EST. No. 72977-FL-1
Manufactured by ETI H,O,
Route 14, P. O. Box1517
Lake City. FL 32024

Net Vol. 36 oz.




AXEN® Disinfectant Pump Spray kills bacteria on environmental hard surfaces
{painted, glazed tile, plastic, metal, giass, glazed porcelain} in your home and public
places. 1t eliminates odors on hard nonperous surfaces that you come in contact
with everyday. Use AXEN® Disinfectant Pump Spray:.

In empty garbage cans In diaper pails

In pet areas In empty hampers
In sick rooms On doorknobs
Under sinks [ bathrooms

Fast/Easy/Effective: AXEN® Disinfectant is effective against Salmonella chloreraesuis,
Staphylococcus aureus, and Pseudomonas aeruginosa orgamisms. Use anywhere in the
home, public places, or boats and vechicles where there are finished surfaces (painted,
glazed tile, plastic, metal, glass, glazed porcelain). These include areas such as the
laundry room, recreation room, kitchen, bedrooms, closets, bathroom, attic and work
areas. Interiors of boats and recreational vehicles, AXEN® Disinfectant can be used in
such areas as the bathroom, kitchen and anywhere there is a finished surfaces. AXEN®
Disinfectant can be used to disinfectant recycling bins, diaper patts, garbage cans and
other hard surface containers.

Directicns for Use

It is a violation of Federal Law to use this product in 2 manner inconsistent with its
labeling '

Surfaces that are heavy sotled with organic matter must be pre-cleaned prior to using this
product. For disinfecting, the surface must be completely wet with AXEN® Disinfectant
for 10 minutes. The surface may then be wiped dry with a clean unused towel.

STORAGE AND DISPOSAL

Storage Do not contaminate water, food or feed by storage or disposal.
Disposal Do not reuse container. Rinse thoroughly before discarding in trash or recycling.
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. : 204 Bes Nunbers .
L1 8. ENVIRCNMENTAL PROTECTION AGENCY Date of lysuance.
fiice of Pesucids Pragsam:
Fryisteation Division (H750:C) -
_“Gl "".'.s"sl‘s“\_.l 729? ;"2
Washingron, [0, 30460

el STa
5 €

Tem of lssuance;

Conditional

NOTICE OF PESTICIDE:

X Registration

__. Reregistration

tame of Pesucids Product:

{under FIFRA, as amendsd)
Axen

Name and Address of Repgistrant {include ZIP Code):

ETI H,0
Route 14, Box 1317
Lake City, FL 32054

‘Note: Changcs in labeling d1ﬂ':nng in 5ub=1anc: fxom that- Bcccplc.d in con.nccuon withy thig reg;.sr!auon muslbc suhmmcd to and r.cccpt:d b} the ch:suannn
_Dmsmn prior 1o use af the Iabe! in commcrcc In any torrespond:nc: on this P oduct a]w:x\s rel'er 1 L}]: abo»: EPA r:g|51mt|0n m.mbcr - .

On the basis of snformation fumished by the registiani, the above named pesticide is hereby r:gisitr:d"rcr:gisl:rcd under the Federal Insecticids, Fungicide and

Rodenticide Acl.

Regiskiation 15 in no way 10 be cansirued as an endorsement o recommendatian of this praduct by the Agency. In order 1o protect health and the environment, the
Administrator, on his motion, may al any Lime suspend ot cancel the regisuation of a pesticide in accordance with the Acl. The acceptance of any name in connecuian
wilh the registration of a product under this Actis noi to be consirued as giving the registrant a 7ight 10 exclusive use of the name or Lo its use if it has been covered by

others.

This product is conditionally registered in accordance with FIFRA sec. 3(c)(7)(A) provided
that vou:

Submit and/or cite all data required for registration/ reregistration of your product under
FIFRA sec. 3(c)(5) when the Agency requires all registrants of similar products te submit such data;
and submit acceptable responses required for reregistration of your product under FIFRA section 4.

2. Make the following label changes:

a. Revise the EPA Registration Number to read, "EPA Reg. No. "72977-2".

Signatute of Approving Official: Crate:
Marshall Swindell, PM 33 gmﬂ/ o

Regulatory Management Branch
Antimicrobial Division (7510C)

EPA Form 8570-6



Page 2
EPA Registration No. 72977-2

b. Submit two copies of the revised final printed label for the records.

If these conditions are not complied with, the registration wiil be subject 10 cancellation in
accordance with FIFRA sec. 6{e). Your release for shipment of the product constitutes
acceptance of these conditions.

A stamped copy of the label is enclosed for your records.

If you have any questions concerning this letier, please contact Martha Terry at (703) 308-
6217.

Sincerely,

Marshall Swindet!

Product Manager 33

Regulatory Management Branch !
Antimicrobial Division (7510C)

Enclosure
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rront Panel

axen _
EPA File Symbol 72977-E
revision June 21, 2001

: iy ®
il
AXEN
) StaEilized Tonic Silver
Hard Surface Disinfectant

Activae Ing_redi'ent

Silver* ) - 0.0012%
Citric Acid 4.8400%
Other Ingredients 95.1588%

Total 100.0000%
* Electrolytically generated Silver ions

KEEP OUT OF REACH OF CHILDREN

CAUTION

EPA REG. No., 72977-E . EPA EST. No. xXXxXX-X-XX
Manufactured by ETI H,0,
: Route 14, P, O. Box1517
Lake City, FL 32024

Net Vol. 36 oz

ACCEPTED
with COMMENTS
in EPA Letter Dated:

JUN 2 6 2001

Undar the Federat Insecticide,
e Fungicide, and Rodondcide Act ey
ol amended, for the pesticide.
. registerod tnder EPA Reg. Ny,
T rE . Byl b
L A o Bl

B4
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Baclk Panel

bxen

EPA File Symbol 72977-E
Revised June 21, 2001

axEN® pisinfectant Pump Spray kills bacteria on environmental
 hard surfaces (painted, glazed tile, plastic, metal, glasse,
glazed porcelain) in your home and public places. It eliminates
odors on hard nonporous surfaces that you come in contact with

everyday. Use AXEN® Disinfectant Pump Spray:

In empty garbage cans In diaper pails
In pet areas - S In empty hampers
In sick roocms On doorknobs
Under sinks In bathrooms

Yast/Easy/Effactive: AXEN® Diginfectant is effective against
Salmonella chloreraesuis, Staphyloccccus aureus, and Pseudomonas
seruginosa corganisms. Use anywhere 1in the home, public places,
or boats and vechicles where there are finished surfaces
(painted, glazad tile, plastic, metal, glass, glazed porcelain).

These include areas such as the laundry room, recreation rom,
kitchen, bedrooms, closets, bathroom, attic and work areas.

Interiors of boats and recreational vehicles, aAXEN® Disinfectant
can be used in such areas as the bathrcom, kitchen and anywshere
there is a finished surfaces. AXEN® Disinfectant can be used to
disinfectant recycling bins, diaper pails, garbage cans ani other
hard surface containers.

Directions for Use

it is a violation of Federal Law to use this product in a manner
inconsistent with its labeling

Surfaces that are heavy soiled with organic matter must be pre-
cleaned prior te using this preoduct. For disinfecting, the

surface must be completely wet with AXEN® Disinfectant for 10

minutes. The surface may then be wiped dry with a clean uaused
towel . '

STORAGE AND DISPOSAL

Storage Do not contaminate water, food or feed by storage or
disposal.

Dispomsal Do not reuse container. Rinse thoroughly before
discarding in trash or recycling..

TR ACCEPTED
| | with COMMENTS
in EPA Letter Dased:

s

JUN 2 6 00

Inder e Fodsizl Insecticias,
?\:ngic‘:ie. and Rodentuide Act 8
wnended, for e pestcids,
registered under EPA Reg. No.

72777 L
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HENRY JACOBY
REGULATORY CONSULTANT

L CDVIEREPINGIE SRS Sransia it

From: Henry Jazoby
To: Attn: Marshall Swindell/Martha Terry

Fax #: 1-703-308-8481 . Fax #: 301/865-4333
Company: ETI H20, Inc Tel#: 301-865-8090

Subject: Axen and Axenohl Resubmissions

Sent: June 22, 2001 Pages: 11 (in'c:luding
| cover)

MESSAGE:
Marshall/Martha,

| am faxing copies of resubmissions for Axenchl, EPA File Symbo! 79277-R {revised label and
CFR) and for Axen, EPA File Symbol 79277-E (label revisions). The original will be Fed-Ex ed to
you for delivery by Monday A.M.. | hope that you can work with the faxed copies to issue the
registrations. Can ycu fax me a copy of registration notice and stamped label when approved.

Thank you,

e --7 e
2% W b

.-/

- G -

THE INFORMATION IN THIS FAX IS CONFIDENTIAL AND PRIVILEGED INFORMATION OR WORK PRODUCT, THE INFORMATION IS

INTENDED DNLY #OR THE USE OF THE PERSON OR ENTITY TO WHOM IT 1S ARDRESSED. IF YOU ARE NOT THE INTENDED
RECIPIENT OR THE EMPLOYEE OR AGENT RESPONSIBLE TO DELWERIT TQ THE INTENDED RECIPIENT, YOU ARE HEREBY NOTIFIED

THAT aieY USE, DISSEMINATICN, DISTRIBUTION, 3R COPYVING OF THIE LOMMUNIDATION 1T DTRICTLY SRoyoiToin 18 val vaye

RECEIVED THE FAX iN ERROR, PLEASE IMMEDIATELY NOTIFY US BY TELEPHONE, AND RETURN THE ORIGINAL MESSAGE YO US AT

'L:E‘?DS' ILEX COURT, NEW MARKET, MD 217748-2307 VIA THE US POSTAL SERVICE. THANK YOU.

e
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HENRY 14 JACDOEBY PaGe B2

HENRY JACOBY
REGULATORY CONSULTANT

6708 ILEX COURT PHONE: 301-865.-9030
NEW MARKET, MD 21774 ' FAX. 301-86%-4333

June 22, 2001

Environmental Protection Agency
Office of Pesticide Programs
Antimicrobial Division (H7507C)
Mr. Marshall Swindell

Room 308H Crystal Mall 2

1921 Jefferson Davis Highway
Arlington., VA 22202

Dear Marshall:

Re: RESUBMISSION OF APPLICATION FOR NEW REGISTRATION
Axen, =PA File Symbol 72377-E
ETI B0, INC. '

ETI H,0, Inc. has appointed Henry Jacoby toc represent it as its
agent before the Office of Pesticide Programs of EPA. Please
forward all correspondence relative te ETI H,0, Inc to Henry
Jacoby, 6708 Ilex Court, New Market, MD 21774.

This letter is in response to the Agency's letter of June 21,
2001, which reguested several labeling changes. This letter
transmits labeling revised as per your letter.

The label has been revised as follows:

1. The statementa ""It is a vioclation of Federal Law to use
this product in a manner inconsistent with its labeling. '’
has been added to the label;

The term Streptococcus has been removed from the label

. The word germ has been deleted;

The word “~"glazed'' has been added before porcelain and

tile.
5 The section under Fast/Easgy/Effective has been revised to

better describe the use areas;

Bl b



PZ/1971998 27041 3A1BE54333 HENRY M J&l02Y Filat

Office of Peskicilde Programs
5. Environmenial Protection Agency
nn: Marshall Swindell, PM 23

it

SUEMISESION FOR WeW REGISTEATION
Axen
zpa FILE SYMEOL 7:2377-E

June 22, 2001
Fage 2

6. The label use directions have been revised by adding s
statement requiring pre-cleaning of heavy sciled (with
organlic matter} surfaces;

7. The label has been rev1sed to use the complete sc;ent1f1c
name of the organisms. Staphylococcus aureus has als> been
added since testing was carried out with that organism also.

8. The label use directions have been revised by reviging 1
minute to 10 minutes and by adding a statement reguiring the
surface to be completely wet for disinfecting.

CONTENT OF SUBMISSION
5 copies of labeling

Sincerely vyours,

cC A . Arata
E. Woolson




HENRY JACOBY
REGULATORY CONSULTANT

6709 ILEX COURT ~ ' PHONE: 301-865-8090
NEW MARKET, MD 21774 ' FAX: 301-865-4333

May 2, 2001

Environmental Protection Agency
Offlice of Pestilcide Programs
Anvimicrobilal Division (H7507C)
Mr. Marshall Swindell

Room 308H Crysctal Mall 2

1921 Jefferson Davis Highway
Arlington, VA 22202

Dear Marshall:
Re: RESUBMISSION QF APPLICATION FOR NEW REGISTRATION

Axen, EPA File Symbol 72977-E
ETI #o, INC.

ETI 4,0, Inc. has appointed Henry Jaccby to represent it as 1its
agent before the O0ffice of Pesticide Programs of EPA. Please
refer to the enclosed letter of'appbintment signed by Andrew
‘Arata, President of ETI H,0., Inc.

Please forward all correspondence relative to ETI H0, Inc to
Henry Jacoby, 6709 Ilex Court, New Market, MD 21774.

This letter 1s in response to the Agency’'s letter of March 26,
2001 which delineated several deficiencies with the application.

Regarding the inhalation toxicity test, ETI Ho0, Inc is
reguesting a waiver from the reguirement. See the attachment for
further information.

I believe the confusion over the efficacy study to which vou
refer to in your letter of November 29, 2000 has been clecred up
as a result of our meeting with your staff. It 1s mv
understanding the AQAC use dilution study {MRID No. dt5E016906) has
been put into review.

Enclosed is a data  matfix for silver and citric acis  The met
of support for this applicaticn is the “Selective Method.” 1he



Ofifice of Pesticide Programs 7

J. 5. Environmental Protection Agency
Aten: HMarshall Swindell, P 33
RESUEBMISSION QR MEW REGISTRATICOM
Axen

P4 FILE SYMBOL 72977-2

]

95/02/701

Page 2 . .
application relies on the data references given in the agency’s
Reregistration Eligibility Document (RED) for silver and citric
acid. These documents relied on information in the public
literature to support the reregistration of silver and citric
acid. Since the proposed uses of AXEN is not substantially
different from the currently registered uses, the waivers given
in the RED should apply to the toxicity and exposure data
requirements needed to support this application. The only
exception to this is the two avian studies, which were submitted
by Mason Chemical Company. ETI H,O has sent a offer to pay
letter to Mascon Chemical Company.

CONTENT OF SUBMISSION

. EPA Form 8570-1 (EPA File Symbol 72977-E).

. EPA Form 8570-4 (two original copies). .

. EPA Form B8570-34 (Selective method, using cited data) .

. EPA Form 8570 (agency internal copy and public file copy}) for
silver, citric acid and citric acid and silver. '

5. Request for a Waiver from Acute Inhalation Testing with

supporting report. _
&. Five (5) copies of draft labeling. :
7. Agent appointment letter of aApril 27, 2001

[T O I N S

Sincerely yours,
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was

EPA

Uniteg Siales

Environmental Protection Agency

wWashinglegn DG 20480

Registration QPP identdier Mumps

Amendment
QOther

Application for Pesticide - Section |

v, CompanylProduct Humber

72977-E

2. EPA Product Managsr
Marshall Swindeli

3. Proposad Classilication

a CompanyfProduct (Mame}

Axen

Pida

ENGHE D Resine

33

5. fdame and Aodiess of Apohicant {fncivd2 ZiP Code)

ETI H20

Rouie 14 Box 1517
32034

Lake Cuy, FL

DCheck if this is 3 new aodrass

to:
EPA Reg. No.~

6. Expedited Review. ln accordance wilh FIFRA Section 3(¢)(7
{bHi), my produci is similar or ideniical in composilion and labelin

Producti Name

Section - Il

[]

Naiilication -

[] Amendment - Explain below,

Resubmission in response (o Agency letter daied 3/26/01

Explain telow.

“Me Too®

Cther -

[

Final printed labels in response ig .
Agency letler daled -
Application.

Explain below,

.xplanation: Use additional page{s}if necessary. (For section | and Seciien 1.}

Section - 1l

1. Material This Product Will Ba Packaged In:

Child-Resistant Packaging

Yes'
No

* Certification must
be submitled

Unit Packaging

Water Soluble Packaging

2. Type of Container

Metal
Yes Y
& X | Prasiic
No Mo Glass
P - . A Papsay
It "Yes No. pers I *Yes No. per .
comainer Package wgt containgr Other (Specily)

Unit Packaging wg_il

3. Location ol Net Caenleals Information

4. Size(s) Retail €

ontziner

i Location of Label Direclions

X On Label
g Labzl D Conlainer On Labeling accompanying praduet
5. Manner in Which Labet is Aliixed lo Proguct ;‘;’;"e‘?:’;f’uhed [[] other
Slenciled

Section - 1V

1. Conlaci Point (Complete items directly below for Identification ol individual to be conitacted, if necessary. {0 process fhis application.)

MName

Henry Jacoby

Title

Agent

Telephane No. [Include Area Code:
{301} 863-9090

Certification

. l 6. Dale Application
!

i cerlily that the stalements | have made on this form and all attachments thereto are true. accurate and complets. Received
lacknowledge Ihat any knowingly talse or misleading stalemeni may be punishable by line or imprisgnment o¢ (Stamped)
both under appiicable Iaw
2. Signature 3. Title
z ﬁ Agent, ETIH20
4. Typed Nam 5. Daie
- /
Henr Iacobv Agent :
Y K../_/ L.)"-/
EPA form 8570-1 (Rev. 8-34) Previous editions are obsolete. ¢ 7 White - EPA File Caoy forigiial) Yallow - ﬁ_«\pnc;m s

PREFPARID 8Y HENARY JACCZY (G




SUSMiSSION BER CODE & Fr7-7¢“LQ5 EIVITWER i

- !
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UNITED STATES ENVIRONMENTAL FROTECTION AGENCY

JUN- 21 2001

* ETIH,0
Route 14, Box 1517
Lake City, FL 32054

Attention: Henry Jacoby, Agent

Subject: Axen '
EPA File Symbol 72977-E
Letters Dated April 24, 2001 and May 2, 2001

The Agency has determined that your application is incomplete. Before the Agency can
continue processing your application you must satisfy the deficiencies below.

LABELING

Submit five (5) copies of draft labeling revised in accordance with the following instructions.
1. Include the following statement directly below the “Directions For Use” heading.

“It is a violation of Federal Law to use this product in a manner inconsistent with its

labeling.”

2. No efficacy data were submitted for any Streptococcus ssp. The term “Streptococcus’”
must be removed.

4 Refer to the Efficacy Review for additional labeling comments.

EFFICACY

The submitted efficacy data were found to be acceptable. However, refer to the attached
efficacy review under “LABELING” for labeling deficiencies and revise accordingly.

' ACUTE TOXICITY

As per the Agency’s letter dated March 15, 2001, the following acute toxicity data (Oral,
Sensitization, Dermal, Eye:fritation, Skin Irritation) studies are acceptable. A waiver request
dy-was-eloe-fopnd-accepiablebleaserater (o (ne ATACREAOXK
TN L UTOTT SLIUUY

forvdmeAcoe T
symaor b review forthe resulisol 1

SIRNAME

DATE

EPA Form . )
. 1320-1A (1/50) : Prinied on Recycled Paper OFFICIAL FILE COPY
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PRODUCT CHEMISTRY/CSF

The Product Chemistry Data was found to be acceptable, The Confidential Statement of
Formula (CSF) dated June 2, 20€1 is in compliance with PR Notice 92-1, agrees with the label
and is acceptable.

However, on your CSF, the total weight in item #17 must be included. Submit a new CSF for
our records,

This letter does not constitute registration and the product may not be lawfully marketed until
all the required information has been submitted for review and found acceptable.

If you have any questions concerning this letter, please contact Martha Terry at (703) 305-
6982.

Sincerely,

(//4// [ %: %%

arshall Swindeli} _
Acting Product Manager 33
Regulatory Management Branch 1
Antimicrobial Division (7505C)

Attachment



Front Panel

Axen

EPA File Symbol 72977-E
revision May 2, 2001

Stabilized Ionic Silver
Hard Surface Disinfectant

Active Ingredient .
SilVeT * iieeessismmssnensseg e s 0, 0012%

CitTiC ACLA et 4.8400%
Other IngredientsS. ..o, . 95 . 1 588%

Total 100.0000%
* Electrolytically generated Silwver ions

KEEP OUT OF REACH OF CHILDREN

CAUTION

EPA REG. No. 72977-E EPA EST. NO. XXXXX-X-XX
Manufactured by ETI H,0, '
Route 14, P. Q. Boxl1517
Lake City, FL 32024

Net Vol. 36 oz.



Back Panel

Axen

EP2 File Symbol 72877-E
Revised May 2, 2001

AXEN® pisinfectant Pump Spray kills bacteria on environmental
hard surfaces {(painted, tile, plastic, metal, glass, porcelaln)
in your home and public places. It eliminates germs and odors on
hard nonporous surfaces that you come in contact with evervday.

Use AXEN® Disinfectant Pump Spray:

In empty garbage cans In diaper pails
In pet areas In empty hampers
In sick rooms On doorknobs
Under sinks o ' In bathrocoms

Fast/Basy/Effective: Use on finished surfaces in basements,
closets, attics, laundry rooms, storage areas, vacation homes,
boat interiors, shower stalls, and recycling bins. AXEN®
Disinfectant Pump Spray is effective against Salmonella,
Streptococcus, and Pseudomonas organisms.

Directions for Use

To disinfect, spray surface with aXEN® Disinfectant and let stand
for 1 minute.

STORAGE AND DISPOSAL

Storage | Do not contaminate water, food or feed by storage or
disposal.

Disposal | Do not reuse container. Rinse thoroughly before
discarding in trash or recycling.




DP BARCODE: D27440C7

CASE: 068118 DATA PACKAGE RECORD DATE: 04/25/01
SUBMISSION: $596157 BEEAN SHEET Page 1 of 1

* * x CASE/SUBMISSION INFORMATION * * x

CASE TYPE: KEGISTRATION LACTION: 189 RESE FOPA-OC-[V
CHEMICALS:

ID#: 072977-E AXEN
COMPANY : Q72977 ETI HZ0, INC. :
PRODUCT MANAGER: 33 MARSHALL SWINDELL 703-308-6341 ROOM: CS1 5B

PM TEAM REVIEWER: MARTHA TERRY 703-308-6217 ROOM: (CS1 6W1g
RECEIVED DATE: 04/24/01 DUE OUT DATE: 08/22/01

* % * DATA PACKAGE INFORMATION * * *

DP BARCODE: 274407 EXPEDITE: Y  DATE SENT: 04/25/01 DATE RET. - /7
(CHEMICAL: '
D TYPE: 001 - :
CSF: N LABEL: Y
ASSIGNED TO DATE 1IN DATE OUT ADMIN DUE DATE: 07/2$/01
DIV : AD . 4 16/ 0! /7 NEGOT DATE: 7 /ZZ/O|
BRAN: PSB G4 /2% /o /o PROJ DATE: /o
SECT: EET G S /o) /o
REVR : W 5/% /ot /7
CONTR : /) /o

* *+ * DATA REVIEW INSTRUCTIQONS * * *

Please review the Efficacy Data {AQOAC Use Dilution Test -
MRID#450169) to support the new product for registration.
This Data is for both registrations (72977-R and 72977-E) .
Also, included in this package is a copy of the company
current proposed labels for both products and a copy of our
“Minutes of Meeting which was held on 3/24/01 for both

products. Thanks

* * * DATA PACKAGE EVALUATION * * *
No evaluation is written for this data package
~* * * ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION * * *

DP BC BRANCH/SECTION DATE OUT DUE BACK INS CSF LABEL




Front Panel

Axen : _
EPA File Symbol 72877-E
revigion May 2, 2001

AXEN®

Stabilized Icnic Silver
Hard Surface Disinfectant

Active Ingredient .
S1IVEr . s e - . 0.0012%

Cltric ACidurme.. 4, 8400%
Other Ingredients......n, .85.1588%

_ Teotal 100.0000%
* Electrolytically generated Silver ions

KEEP OUT OF REACH OF CHILDREN

CAUTION

EPA REG. No. 72977-E . EPA EST. NO. XXXXX-X-3XX

Manufactured by ETI HO,
Route 14, P. O. Box1517
Lake City, FL 32024

Net Vol. 36 oz.




pack Panel

Axen
EPx File Symbol 72877-E
Revised May 2, 2001

AXEN® Disinfectant Pump Spray kills bacteria on environmental
hard surfaces (painted, tile, plastic, metal, glass, porcelain)
in your home and public places. It ellmlnates(gerﬁh\ nd odors on
hard nonporous surfaces that you come in contac ith everyday.

Use AXEN® pisinfectant Pump Spray:

in empty garbage cans - In diaper pails
In pet areas In empty hampers
In sick rooms On doorknobs
Under sinks In bathrooms

FaSt/Easy/Effective: Use on finished surfaces in basements,
closets, attics, laundry rooms, storage areas, vacatlon homes,

boat interiors, shower stalls, and recycling bins. AXEN
Disinfectant Pump Spray 1s effective against Salmonella,
Streptococcus, and Pseudomonas organisms.

Directions for Use

To disinfect, spray surface with AXEN® Disinfectant and let stand

for -1 minute )

STORAGE AND DISPQOSAL-

Storage ]Do not contaminate water, food or feed by storage or
disposal.

Disposal | Do not reuse container. Rinse thoroughly before
discarding in trash or recycling.




UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, DC 20460

OFFICE OF PREVENTION, PESTICIDES
s FR AND TOXIC SUBSTANCES
%{*M@; , Antimicrobials Division
1‘}“{ papt® ~
May 30, 2601
MEMORANDUM: |
Subject: Efficacy Review EPA Reg. No. 72877-R and 72977-E Axenochi and Axen

DP Barcode 274402 and 274407
Case No. 085218 and 652118

From: Nancy Whyte, Microbiologist ,-‘\.E(L,\/
Efficacy Evaluation Team
Product Science Branch
Antimicrobials Division {7510C)

To: Marshait Swindell/Karen Leavy-Munk
Reguiatory Management Branch |
Antimicrobials Division {7510C)

Thru: Emily Mitchell, M.S., Team Leader
Efficacy Evaluation Team
Product Science Branch
Antimicrobials Division (7510C)

Thru: Michele E. Wingfield, Chief
Product Science Branch
Antimicrobials Division (7510C)

Applicantt  ETIH,O
Route 15, PO Box 1517
Lake City FL 32024

Formulation Label: ' % by wt,
Active Ingredient({s)
Silver* 0.0012%
Citric acid 4.8400%
tner Ingredients. ..o 95.1588%
Total................. e e e e e e 100.0000%

_ *Electronically generated sitver ions

1. Background: T,

The registrant has submitted two data packages for review of efficacy data to sunnort



ihe registration of both a manufscturing-use product and an end-use product. The MUF

 {Axenhol} is used to formulale end-product disinfectants. The end-product {Axan) is distributed
in a spray bottle for disiniection of hard, non-porous environmenta! surfaces in homes and

ang institutions. The efficacy data was conducted on the MUP and submitied for review in one

volume (MRID No. 450169-08).

II. Use Directions:

The directions for use printed on the label for Axen specify that surfaces to be
disinfected should be sprayed with Axen and allowed to stand for one minute. There are no
other directions for use on the end- product label. The MUP Axenhof |abel states that the
product is to be diluted 11199 with 4.76% aquecus citric acid for manufacturing use only.

. Agency Standards for Proposed Change:

The Agency standard for hard-surface, non-porous surface disinfectants is found in

" DIS-TSS-1 and -2 which specifies that the Association of Official Analytical Chemists (ACAC)
Use-Dilution Test or Germicidal Spray Product Test be used in testing. This procedure requires
that sixty carriers must be tested against each of both Safmonelfa choleraesuis, ATCC 10708
and Staphylococcus aureus, ATCC 6538, with each of three batches of the product, one of
which must be at least 60 days old. {f the product is to be used in health care facilities, the
product must also be tested against Pseudomonas aeruginosa, ATCC 15442 (180 carriers per
sample, a total of 40 carriers) The product must demonstrate that it kills all organisms on 59
out of each 60 carners in order to support label claims for its effectiveness against these
organisms. If additionai disinfectant claims are made for other organisms, ten carriers for each
specific organism must be tested with each of 2 samples, representing different batches (10
carriers per sample, a total of 20 carriers for each organism). Killing of all organisms on all
carriers is required to demonstrate effectiveness.

IV. Summary of Submitted Study:

Efficacy testing to support registration requirements for this product were conducted

by MicroBioTest, Inc. in Sterling, Va. in October 1999. A Good Laboratory Practices State-
ment was included with resuits of the efficacy study. According to the protocol included in

- the data submitted to the Agency, the testing procedure followed the AQAC Official Methods
of Analysis, 15" edition. 1990 Use-Dilution Test. Three lots of Axenhol, Lot #AG-0086,
prepared in April 1999, Lot #8991, prepared in September 1299, and Lot #8995, prepared also
in September 1999 were used as {he testing material. The samples received from the
registrant were prepared at the testing facility by adding one gram of the active test agent to
199 grams of 5%{w/w) citric acid solution to achieve a 200-gram final dilution. This dilution is
equivalent to the ready-to-use end-product Axen. No organic soil load was added. Polished
stainless steel penicylinders were used as carriers. Strains of Salmonella choleraesuis, ATTC
10708, Staphylococeus aureus, ATCC 6538, and Pseudormnonas aeruginosa, ATCC 15442 from
stock culures were transferred daily for three consecutive days prior to use. Gram stains were
used to verify growth. The inoculated cylinders were exposed to the product samples for 10
minutes at 20° +/-! C. The inoculum confirmation counts for each organism were as follows:
Sal. choleraesuis, 1.1 x 1Q%, S: -ureus, 4.2 x 10° and Pseudomonas aeruginosa, 1.1 x 10,
Following incubation at 37 +/- 2°C for 48.hours, 59 of 60 carriers showed no growth when
exposed to the nroduct for 10 minutes, confirming the effectiveness of the nraduat Al ctorility

rage z of 4



and viabilily control cultures met the crileria for a valid test.

V. Labeling:

1.

2.

VI,

1.

This label is need of a complete re-working.
The word “germs” must be removed from page two of the label.
The terms “tile” and “porcelain” must be preceded by the word “glazed”

in the section Fast/Easy/Effective: the specific items and locations in basements,
attics, storage areas, vacation homes , and boat interiors must be listed. These
areas are too general for label claims.

No efficacy testing has been done for ény Strepfo.coccus ssp. The term “Streptococcus™
must be removed.

Since no organic soll load was added in the efficacy testing procedure, a pre-cleaning
step should be included'in the directions especially in sick rooms, pet areas, and diaper

pails

The complete scientific names of the organisms tested for which label claims are made
should be listed; i.e., Salmonelfa choleraesuis, Pseudomonas aeruginosa,

Staphylococcus aureus

- The exposure time listed on the label for Axen is 1| minute. Efficacy testing was

conducted with an exposure time of 10 minutes. The words "one minute” must be
replaced with “ten minutes”. Additional directions for completely wetting the surfaces
and any directions for removing any excess product must be added.

Comments and Recommendations:

The manufacturing-use product Axenhol when tested at a 1:199 dilution (equivalent

to the end-use product Axen) demonstrated effectiveness against Salmonefia cholerae-
suis, ATCC 10708, Staphyloccocus aureus, ATCC 6538, and Pseudomonas
aeruginosa, ATCC 15442 exposed to the product for ten minutes.

The use of an organic soil load should be considered for fuiure testing of other
organisims that might be added to label claims.

Page 3 of 4



Product Manager Please Note:

Please arrange a meeting with the regisltam"s consultant Mr. Jacoby to conduct a full 1abel
review of these products and give him instructions on how to format an acceptable tabel
He is aware that the attached label is woefully inadeguate. :

Page 4 of 4



DP BARCODE: D274823 34%%2?}
: | <4

CASE: 068118 DATA PACKAGE RECORD DATE! 05/10/01
SUBMISSION: S597003 BEAN SHEET Page 1 of 1

* * * CASE/SUBMISSION INFORMATION * *

CASE TYPE:
CHEMICALS:

1IDH: ©72977-E AXEN
COMPANY : 072977 ETI H20, INC.

PRODUCT MANAGER: 33 MARSHALL SWINDELL 703-308-6341 ROOM: (CS1 6B
PM TEAM REVIEWER: MARTHA TERRY 703-308-6217 ROOM: CS1 6W10

_RECEIVED DATE: 05/08/01 DUZ OUT DATE: 08/05/01

* *x * DATA PACKAGE INFORMATION * * *

DP BARCODE;: 274823
CHEMICAL: 3% .

EXPEDITE: N
)P TYPE: 001

e ]

DATE SENT: 05/10/01 DATE RET.: l o/

CSF: Y LABEL: Y o :

ASSIGNED TO DATE 1IN DATE OUT ADMIN DUE DATE: 08/13/01
DIV : AD YN AL / NEGOT DATE: @/5 /¢i/
BRAN: PSB S/I0/0f /o PROJ DATE: 7 /2,/0,
SECT: CTT . g/ iejfof /o '

REVR : [ ltaic S /M /O /
CONTR: / /o

* * * DATA REVIEW INSTRUCTIONS * *

Attention: Wallace Powell )

PLEASE REVIEW: This package contains a data waiver request
for an acute inhalation study, NEW LABEL and a revised CSF,
along with other documentations to support this new
chemical. - Thanks .

* & x DATA PACKAGE EVALUATION * * *
No evaluation is written for this data package

* * * ADDITTIONAL DATA PACKAGES FOR THIS SUBMISSION * * *

DP BC BRANCH/SECTION DATE OUT DUE BACK INS CSF LABEL
274821 PSR/CTT 05/10/01 08/13/01 Y Y Y
Jﬁfé
(A
!



\)___\\150 5-’4,'3\

Iy &3 J"T% UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
=4 WASHINGTON, 0.C. 20460
it ppotE”
OFFECE QF
PREVEI\'TFDH, PESTICIDES
AHD TOXIC SUBSTANCES
June 21, 2001
MEMORANDUM -

Subject: D274823 )
AXEN, EPA File Symbaol 72977-E

From:  Wallace Powell, Biologist g'///,kp/ﬂ?/

Product Science Branch ! 2t oy
Antimicrobials Division (7510C) e
Thru: Karen P. Hicks, Team Leader
Chemistry/Toxicology Team
Product Science Branch

Antimicrobials Division (7510C)

Michele E. Wingfield, Chief
Product Science Branch
Antimicrobials Division (7510C)

To: Marshall Swindeil, Product Manager, Team 33
Martha Terry, Team Reviewer, Team 33
Regulatory Management Branch I
Antimicrobials Division {7510C)

BACKGROUND

The applicant, ETI H,0, Inc. (as represented by an agent), has submitted a package
for registration of the subject product, AXEN. The package includes requests for
waiver of acute oral toxicity, acute dermal toxicity, acute inhalation toxicity, skin
irritation, and skin sensitization data. The acute inhalation waiver requests is
accompanied by a submitted rationale. The other four-waiver requests are
accompanied by citation of the agency's Citric Acid Reregistration Eligibility Decision
(RED) document. For the eye irritation requirement a study on AXEN (MRID
450165-01) was prevlousiy accepted

AXEN is labeied as a hard curfarP disinfectant pump spray preduct containing the
active ingredients silver (as ions, 0.0012% of the formulation by weight) and citric
acid (4.84% of the formulation by weight).



72977-E, page 2 0of 3

RECOMMENDATION

Eve irritation

Eye irritation has been assigrned to Category IV, based on MRID 450165-01 (refer
to 05/08/00 Product Science Branch memorandum, Data Package D263138),

Acute oral and acute dermal toxitity, skin irritation

The applicant has cited the Citric Acid RED to support these data requirements.
.Based on the product formulation, the acute toxicity and skin irritation of AXEN is
expected to be similar to what the citric acid component would be, at its
concentration of 4.8%. This is far less than the concentration which the Citric Acid
RED characterizes as mild with respect to systemic acute toxicity. Therefore,
Product Science Branch {PSB) recommends Category IV for acute oral and acute
dermat toxicity. '

The RED characterizes technical grade citric acid as a moderate skin irritant.
However, because 4.8% is far less concentration than technical grade and because
the submitted eye irritation study for AXEN indicates eye irritation Category IV, skin
irritation Category 1V is also expected.

As further support for Category IV, note that in @ 03/15/01 agency letter, the
applicant's other product Axehnol (EPA File Symbol 72977-R) was assigned Toxicity
Category IV for acute oral and acute dermal toxicity and for skin irritation, based on
submitted studies (refer to 02/03/01 PSB memorandum, Data Package D270802).
AXEN has similar components but is far less concentrated than Axehnol.

Skin sensitization

PSB recommends classification of AXEN as Non-sensitizer. The applicant has cited
the Citric Acid RED document, which of course indicates no concern regarding skin
_sensitization for that chemical. The smali set of additional chemicals in AXEN are
not expected to add significant skin sensitization potential at the concentrations

present.

Acute inhalation toxicity

The request for waiver of acute inhalation toxicity data is acceptable, for the
fotlowing reasons.

e Based on the product formulation, the acute toxicity of AXEN is expected tc be
similar to what the citric acid component would be, at its concentration of
4.8%. This is far less than the concentration which the Citric Acid RED
characterizes as'mild with respect to systemic acute toxicity.

® Based on the Category IV data mentioned above for Axennol (EFA File Syrmboi
72977-R}, which is more concentrated than AXEN, the acute toxicity of AXEN
is expected to be quite mild.



72977-E, page 3 0f 3

o Although some inhalation exposure is expected, it is not expected to be
particularly great, as the applicant points out. (No acrosol applicaticn appears
on the label, and the product is not expected to be highly volatile.) This of

- course is not sufficient waiver justification in itself, but it is somewhat
meaningful in association with the above comments.

Summary

An acute toxicity requlatory status for the subject product is summarized in the

following table.

__Data Requirement | -

. : Mean 5 OfSU ppor

| Status/ acute Tox. Category

Acute Qral Toxicity

Waiver request and RED citation

Waived/ IV

Acute Dermal Toxicity

Waiver request and RED citatidn

Waived/ IV

Acute Inhalation Tox.

Waiver request and RED citation

Waived/ 1V

Eve Irritation

Previously submitted study,
MRID 450165-01

Acceptable/ IV

Skin Irritation

Waiver request and RED citation

Waived/ IV

Skin Sensitization

Waiver request and RED citation

Waived/ Non-sensitizer

Product Labeling

The human-hazard precautionary statements on the proposed product label
identified as “"revision May 2, 2001,” are acceptable. (They are "KEEP QUT OF
REACH OF CHILDREN" and "CAUTION".} No first aid statements are required.



Dp BARCODE: D274821

CASE: (068118 DATA PACKAGE RECORD DATE: 05/10/01
SUBMISSION: S597003 BEAN SHEERT page 1 of 1

* * * CASE/SUBMISSION INFORMATION * + #

CASE TYPE: REGISTRATION . .ACTION: 189 RESB FQPA-OC-ME TOO
CHEMICALS: 2, R

IDH#: 072977-E AXEN
COMPANY: 072977 ETI H20, INC.

PRODUCT MANAGER: 33 MARSHALL SWINDELL 703-308-6341 ROOM: Cs1 6B
PM TEAM REVIEWER: MARTHA TERRY 703-308-6217 ROOM: CS1 6W10
RECEIVED DATE: 05/08/01 DUE OUT DATE: 09/05/01

* % * DATA PACKAGE INFORMATION * * #

DP BARCODE: 274821  EXPEDITE: N  DATE SENT: 05/10/01  DATE RET.: / /
CHEMICAL:
DP TYPE: 001 -
CSF: Y LABEL: Y
ASSIGNED TO DATE IN 'DATE OUT ADMIN DUE DATE: 08/13/01
DIV : AD Sjre ey / / NEGOT DATE: Y/5 /or
BRAN: PSB .. , S /s/6/0y /o PROJ. DATE: 7 /2//07
SECT: CTTtﬂzgg S/ cef ey /o
REVR : [T} 548 /ol /
CONTR: 6 / /7

* + * DATA REVIEW INSTRUCTIONS * % *

Attention: Nancy Whyte

Please review the revised CSF, NEW LABEL, and MSDS along
with cther documentations to support the new chemical for
registration. This information was requested by the Agency
per meeting with the company, ETI H20, on 4/24/01.

PLEASE NOTE: Nancy has the original package for this new
‘chemical. Please give directly to her. Thanks

* * « DATA PACKAGE EVALUATION * * =«
No evaluation is written for this data package
* % *x ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION * % * '

Dp BC BRANCH/SECTION DATE OUT DUE BACK - INS CSF . LABEL




UNITED STATES ENVIRONMENTAL PROTECTION ACENCY
WASHINGTON, D.C. 20460

OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

' SUBJECT: Product Chemistry Review of Axen

DP Barcode: D274821 - Reg. No. or File Symbol: 72977-E
Manufacturing-use [ X ] End-use Product [ |

Active Ingredient Composition: |

3 021 iU PO PR T 0.6012%
Citric aCid.creniiisiiiiinnicnenannnd et s 4.8400%

* electrolytically generated silver 1ons

TO: - Marshall Swindell PM 33
FROM: Alex Traska, Chemist (p_//*\ﬁ/o/
Product Science Branch, CT Team
Antimicrobials Division (7510C) L/&\ (A
THRU: Karen P. Hicks, CT Team Leader
Product Science Branch f/ Lé 15
Antimicrobials Division (7510C)
THRU: Michele E. Wingfield, Chief
Product Science Branch
Antimicrobials Division (7510 C)
BACKGROUND:

This re-submission, in support of the new product registration of Axen
(EPA Reg. No. 72977-E )'an end-use hard surface disinfectant was submitted by
regulatory consultant Henry Jacoby, on behalf of the registrant, ETI H20, Inc.

This re-submission, in support of the Axen registration, which is in response



to the March 26, 2001 Agency letter. In this letter a number ot critical deficiencies
were noted. This re-submission addresses the corrections which were requested in

the Agency letter.
The following:documents were submitted and examined in the chemistry

review of this submission: agent’s cover letter dated May 2, 2001, application
covering this re-submission dated 5/2/01, revised Basic Formulation CSF for
Axen dated 5/2/01, Certification with Respect to Citation of Data dated
5/2/01which opted for the selective method of support, Data Matrix dated 5/2/01
for silver and citric acid, technicalinformation covering citric acid and revised
product label dated May 2, 2001. |

FINDINGS:

1. Citric acid or 1ts synonym, anhydrous citric acid, 1s now identified as an active
ingredient in the CSF and on the label.

2. All other deficiencies noted in the prior review have been adequately addressed.

3. All other elements of the submission and CSF were acceptable.

RECOMMENDATIONS:

This re-submission, in support of the new product registration of Axen, is

accepted.

06/15/01 AT



HENRY JACOBY

REGULATORY CONSULTANT o
6709 ILEXCOURT T  "PHONE: 301-865-9090
- NEW MARKET, MD 21774 e : FAX: 301:865-4333 '

Mey‘2, 2001

Env1ronmental Protectlon AgenCy

Offlce of Pestlclde Programs '

Antlmlcroblal DlVlSlon [H?SO?C)

:Mr; Marshall Swlndell :

“Room .308H" Crystal ‘Mall 2 . _ , :
1922 Jefferson Davis nghway T
Arllngton VA 22202 ' S : L

Ui .D.e‘ar .MarShal 1=::- .

'f;fRe}fﬁRESUBMISSION OF APPLICATION FOR NEW. REGISTRATION

- T'Axen, EPA File Symbol 12977
?ETI HO INcg_ L T

. _ has appolnted Henry Jacoby Lo represent 1t as 1ts
fagent before the Offlce of- Pest1c1de Programs of EPA Please,
refer to the enclosed 1etter of app01ntment 51gned by Andrew

Arata Pre51dent of ETI HO I nec. oo

Please forward all correspondence relatlve to ETI H0, Inc to
Henry Jacobyg 6709 Ilex Court New Market ‘MDD 217?4

Thls letter is in response to the Agency 5 1etter of March 26

2001 Wthh dellneated several def1c1enc1es wrth the appllcatlon *j€i5f

S

Regardlng the 1nhalatlon tox1c1ty test ETI HO Inc 15 fﬂf;“-'

requestlng a walver from the requlrement See the attachment for}:;g-

further 1nrormatlon -

I belleve the confu51on over’ the efflcacy study to whlch you ;Eiff@f*xfﬁ"l“

E refer to in- your letter of November 29, 2000 has been cleared up
‘as ‘a result:.of our meéting. Wlth your staff. It is my

_-jdunderstandlng the AOAC use dllutlon study {MRID No 45016906) hasc7;;c

been put 1nto rev1ew

“Enclosed is a data'matriilfor:silver and citric acid.  The method
of support for this applicaticn is the “Selective Method.” The |




Office of Pest1c1de Pr ograms
U. 3. Environmental Protec\.lon Lgency )
CAttn: Marshall Swindell, PM 33
' "RESUBMISSION FOR NEW REGISTRATION 7%
f-Axen" L L e -
EPA FILE SYMBOL 72977-E
05702701
..Page 2 - . _
. applicatlon relles on the data references glven in the Agency s-
.'ﬁRereglstratlon Ellglbllltv Document (RED} for. 51lver and.. c1tr1c
acid. . These. documents relled on, 1nformatlon it the publlc
f.llterature to support the rereglstratlon ot silveér and c1tr1c
'}Lac1d ﬁSlnce the’ proposed usesof AXEN: is not substantlally
: fdlfferent from the currently reglstered uses "the . walvers glven
“iin thé’ RED should apply to 'the tox1c1ty and exposure. data o
”Vfrequ1rements needed ‘to- support thlS aopllcatlon ' The only .
'f“fexceptlon to thlS 1s the: two av1an studles, whlch were submltted.'f
.f?by ‘Mason’ Chemlcal Company ~ ETT. }10 has sent a. offer to pay ' '
”"Qﬁletter to Mason Chemlcal Company e

R 85 'Selectlve method :u51ng c1ted data] S

‘4 EPK. Form5'“, ;{agency 1nterna1 ~copy~and ‘public- flle c0py) for?“f"" i

\fSllver Cltrlc acidg: and’ ¢itric acid and 511ver '

:';Request for ”hWalver from Acute Inhalatlon Testlng wlth

;I&}p'supportlng1report - o ; :

- - 6: Five (5) copies. of draft labellng o _
f_fﬁTgAgent’app01ntment letter of Aprll 27 2Q015"f~

'_5;gs;ﬁcerely-youis]ii“ :




rarm Approved, OB Ne. 2070-0080, Appioval axmies 05.21.98

AL EEE fESY IIIULIUNS U IZFRIME DE T E CORIPIENIRG toril.
: H FP Ideniitia; Mmoo
Uniled Slaies 2( Reglstratmn G niifiar Numogr
%EPA Environmental Protection Agency Amendment
vtashinglon DC 20460 Other
Application for Pesticide - Section |
1. Company/Picduci Number ) 2. EPA Product Manage! 3. Proposzd Clzssification
72977-E - iviarshall Swindell :
e Mong [:I Restricizd
4 Company/Eroduct (Name) PideE
’ Axen 33
5 Name 2nd fadress of Applicant {/nclude ZIP Code) 6. Expedited Review. [n accordance with FIFRA S=ciion 3(c)(2)
ETIH20 (b}i), my produclis similar or idenlical in composiiion and lateimg
Route 14, Box 1517 to:
Lake Ciy, FL 32034 ) EPA Reg. No.
DCneek if this is 2 new address - Produc! Name
{ Section - i}
Amendment - Expiain below, Final prinled labels in response g
' Agency leller daled ' :
g Resubmission in response lo Agency fetter dated 3/26/01 ‘Me Too" Application.

! I , Notilication - Explain below. D Olher - Explain below.

.planation: use addilional page(s) it necessary. (For seclion | and Section 11

Section - }l

1. Material This Product Will Be Packaged In;

Child-Resislanl Packaging Unit Packaging Water Soluble Packaging 2. Type ol Containes
. g, .
Yes h Yas Yes Metal
Np . Plastic
“HNe Mo Glass
* Certification mus! If "Yes*® No. per Il "Yes* No. per g"‘"‘]’:: (Specily)
A . . : H 24
be submitled Unit Packaging wgl.  container Package wgt container
s L
7. Location ol Net Contents Inipimation 4. Size(s) Retail Container 5. Localion of Label Dlrectmns
prd QOn Label
5| Label D Container Qn Labeling accompanying product
6. Manner in Which Labelis Allixed o Product X.| Lithograph [] omer ‘
Paper glued
Stenciled

Section - IV

t. Contact Point {Complete ilems directly below for identification of individual to be contacted, if necessary, 1¢ process this application.)

Name Title Telephone No. (inciude Area Code)
Henry facoby Agent (301) 863-9090
_ Certification 6. Date Application
) cerlity \hal the statements ) have made on 1his form and all atlzchments thereto are true, accurale and complete. Received
Packnowliedge that any knowingty fatse of misleading statement may be punishable by tine or imprisonment or {Stamped)

belh undei applicable law

o Signature 3. Tille
M/ Agent, ETEH20

- Typed Nam( 5. Date // e .

i

Henry Jacoby Agent é/o?-/{/h’ ' &

! While - EPA FijeCopy (nngmal' yellow - Applicant Copy

PA Form 8570-1 (Rev. 8-94) Previous edilions are obsolele.
FREFARED BY RAZENRY JACSIY {30 Ban il




Form appioved OB No 2070-0660

—

—

R : UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
N7 401 M Street, S.W.
O WASHINGTON, D.C. 20460

papervork Reduction Acl Netice: The public repenimg burden for this eolleciion 61 inlarmanon is estimaled (0 average 1 25 hours perresponse far regiskation
and 0.25 hours periesponse {od ieiegisiialion and special review aclivities, including time lor reading the insiruclons and complening the necessary loms Send
comments regarding burden estimate o/ any olheraspecl ot this collection of inlormalion, including suggestions lor reducing the bwiden 1o: Director, DPPE
Intormaiion Management Division (2137}, U.5. Environmenial Proleclion Agency, 401 M Sueet, S.W . Washington, DC 20460,

Mo nelsend g compleled iom 10 this 2deress.

Certification with Respect to Citation of Data
Applicant's/Regisirant’s itame. Address, and Telephone Houmber EPA Regisiration HumberiFile Symbal
ETI H20. Roule 14, Box 15317, Lake City, FI 32034 . 72977-E
Active gicdientis) and/oi repleseniative fes) compound(s) ’ Date
Silver & Citric Acid
General Use Patien{s) (sl all those claimed lor this producl using 40 CFR Pal 158} Pigduc! Mame
Manufacturing Use Product Axen

NOTE: I yourt product is a 100% repackaging of angther purchased EPA-registered product 12belad lor afl the same uses on youriabe!, you do nol need 1o
subrmit ihis form . ¥ ou must submitihe Formulater's Exemplion Siatement (EPA Fom B570-27}

lam responding 10 a Dala-Cafl-In Nolice, and have included wilh this fgirn a list ol companies send ollers of compensation (the Dala Mawix form shoulg
| | be uvsed o1 Lhis purpos2).

SECTION I. METHOD OF DATA SUPPORT (Check one method only)

3 list ol compahies sent oliers ol compensalion {the Data Marrix lorm undec the selective method}, and have included with this {orm a

D lam using he cile-all mehod ol sepport, and have inctuded wilh this lom g I am ysing the seleclive methoad ol suppor (or cite-ail aplion
| should be vsed lor ihis purpese]. ' campleied List ol data requirements (the Dala Matiix lorm must be

used],

’ SECTION 1l: GENERAL OFFER TO PAY

[Required il using Ihe cite-all methed ¢f when using the ciie-all gplien undes the seleclive method 10 salisly one ofr more data reguirement. |

D lhereby oler and agiee to pay compensalion, 1o other persons, wih regard [0 the approval ol this applicalion, to the exteni requited by FIFRA.

SECTION UI: CERTIFICATION

1 cenily that this apphication lor regislialion, this {orm {or rerepisiration, erthis Dgta-Call-In iesponse is supporeu ay ai’ data submilled or cited in the
pplhication fo5 regisiration, the lorm tor reregistiation, or the Dala-Call-in response. tn addilion, il the cite-all oplion or cile-uli opdan under Ihe seleclive mathod is
indicated in Section | \his application is supported Oy all datz inthe Agency’s {iles thal (1) concerm the praperies ar eflecis of this pradui o an idenlical or
subslantizily simtlar produet, or one nr mose of the ingredients in this producl; and {2) s a lype of data thal would be required (o be submint_¢ wr.der the data
requiremenls in elieci on the daie ol approval of this applicalien il the applicalion soughl the initial regis(ralion ot a producl af idenlical or —imilar composilion and
uses

| certity that lor each eaclusive use siydy cited in support of this regisiralion ot reregisiration, that | 3m the gariginal data svbmiliar o1 1hal I have oblained
the wnlien permission ef the eitginal daia submiiler 1o cife that study.

I certily that lor each study cited in support of this registralion or resegistration thal is not an gxclusive use study, either: {3) f am the original data
submilter; (b} | have pblained the permission ol the original data submitler 10 use the study in suppost of this application: (¢} all periods of eligibifity far
compensgtion have eapired lor the sludy; (d} the study is in the public literatwre; or (e} ) have aolilied in wiiling the company that submitied the sludy and have
oflered {1} to pay compensalion 1o Lthe exlenl required by seclions J{c}(1)(F} andfor 3(c)(2)(B) ol FIFRA; and (ii) 1o commence negoliations io delerming the
amount and 1eims of compensation, il any, 0 be paid lor ihe use ol the sledy.

I cenity 1hal in allinslances where an ofler ol compenszlion is required, coptes ol all olters 10 pay tompensalion and evidence ol their delivery in
accordance wilh sections 3(c){1){F ) andfor 3{c}{2}(B) ol FIFAA aie available and will be submilied 10 1he Agency upon request. Should | lail 10 produce such
gvidence 1o the Agency upon /equesl, | uadersiand thal Ihe Agency may tniliale action lo deny, cancel of suspend the regisiration oi my producl in canlermity with
FIFAA.

I eertity that the s1atements | have mide on this torm and all atlachments to it are lrue, accurate, and cemplela. ! acknowledge thal any,
knowingly 1alse or misleading stalement may be punishabla by fine or imprisanment ar bolh under applicable law.

Signalwe - Date Typed of Printed Name and Title ;"
S
A W O/"l/ﬂ/ Henry Jacoby, Agent /o

EPA Form B570-34 (9 97) Elzcirgp) andﬁér vEI5I0nS liable Submil only Paper version.

PAEPARED BY HENSY JACOBY {301-#85-9003,



Front Panel

Axen

EPX File Symbol 72%77-E
revision Hay 2, 2001

Stabilized Ionic Silver
Hard Surface Disinfectant

Active Ingredient

S I VR ® gt e . 0.0012%
Cltric ACidimme . 4.8400%
Other Ingredients. .o, .95.1588%

Total 100.0000%
* Electrolytically generated Silver ions

KEEP OUT OF REACH OF CHILDREN

CAUTION

EPA REG. No. 72877-E EPA EST. NO. XXXXX-X-XX
Manufactured by ETI HK,0,
‘Route 14, P. O. Box1517
Lake City, FL 32024

Net vol. 36 oz.



Back Panel

Axen

EPA File Sxmbol 72977-E
Revised May 2, 2001

AXEN® pisinfectant Pump Spray kills bacteria on environmental
hard surfaces (painted, tile, plastic, metal, glass, porcelain)
in your home and public places. It eliminates germs and odors on
hard nenporous surfaces that you ccocme in contact with everyday.

Use AXEN® Disinfectant Pump Spray:

In empty garbage cans In diaper pails
In pet areas In empty hampers
In sick rooms On doorknobs
Under sinks In bathrooms

Fast/Easy/Effective: Use on finished surfaces in basements,

closets,

attics, laundry rooms, storage areas, vacation homes,

beoat interiors, shower stalls, and recycling bins. AXEN®
Disinfectant Pump Spray is effective against Salmonella,
Streptoceoccus, and Pseudomonas organisms.

Directions for Use

To disinfect, spray surface with axeEN® Disinfectant and let stand
for -1 minute.

" STORAGE AND DISPOSAL

Storage | Do not contaminate water, food or feed by storage or
disposal.
Disposal { Do not reuse container. Rinse thoroughly before

discarding in trash or recycling.




Rt 14 8ox 1517, Lake City, F1 32624
V. 24-755-0339 FAX: Hh4-755-8642

Disinfecticn B/t Enyironmenisl Parssortie B Ml microbic@alltel vet

Date: 4-27-2001

From: Andrew Arata

To: Henry Jacoby

Subject: Authorized Agent For ETI H20, Inc. EPA Matters
To \}’hom it may concern:

ETIH20, Inc. authorizes Henry Jacoby, Regulatory Consultant, 6709 Ilex Court, New
Market, MD 21774, to act on behalf of ETI H20, Inc., on all matters relating to regulatorv
actions and registrations before the US Environmental Protection Agency.

Sincerely:

Andrew B. Arata
President, ETTH20, Inc.

ST I, A g




Form Approved UMD No 2070-0060
,";;'""-1 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
im: 401 M Street, S.W,
e WASHINGTON, D.C. 20460

Paperwerk Reduction Act Notice: Tne public reporting burden [or 1his colteclion of intormalion is eslimaled 1o average 0.25 howts per response o regisiration activities and 0.25 houts per respunse 1o
:gregistiation and speciat review activilies, inctuding time tor reading the insttuctions and compleling the necessaty forms. Send commenis regatding the burden gstimate or any ofher aspec! of this coliection o

nlgrmation. including suggestions for redscing the burden 16: Director, OPPE Information Managemen! Divisien {2137}, U.S. Eaviionmenial Protection Agency, 401 M Stieel, S.W., Washington, [C 20460, Do not
send she form io this address. ’

DATA MATRIX

Daie Aprit 23, 2001 EPA Reg No./Fite Symbol 72977-E Page I of 1
Anplicant's/Registrant's Name & Addiess Produc
ETEH20, Route 14, Box 1517, Lake City, Fl 32054 Axen
Ingredient Silver & Citric Acid .
Guideling Reterence Number Quideling Siudy Name MRID Number Submitrers Stalus Nole
SERIES 830 Product ldentity & Composition 45016502 JETIH20 own Accepiad
OPPTS 830.6317 Storage Stability 45182002 ETI H20 own Accepted
OPPTS 870.2400 Acute Eye Irritation 46046501 IETI H20 own  jAccepted
QPP 158640 Product Performance (ADAC usc dilution 1est) 45016906 ETI H20 oOwh Accepied
‘."

Signaiure Name an¢ Tille : Date

: . -~
W Henry Jacoby, Agent ‘ 5/2/0/

EPA Form 8570-35 15-97) EtecitoniC and Pape;ﬁﬁn_&d’u labie. Submyrw Papel version. Agency Internat Use Copy



. ey
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.

Form Approved OMB No. 2070-0060
-

RS UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
(AN : 401 M Street, 5.W,
et . WASHINGTON, D.C. 20460

Paperwork Beduction Acl Nolice: The public repesling burden for this colleclion of informalion is eslimaled lo average 0.25 hours per response lor registralion aclivilies and 0.25 hours per response {or
tgieqsiialion and special review acliviligs, including lime {or reading the insiructions and compleling the necessary ferms, Send commenls regarding the burden estimale ot any other aspect of this collection ol

nlermation. including suggestions for reduting the burden to: Direclor, OPPE Inlormation Management Division (2137), U.S. Environmental Proteclion Agency. 401 M Sirael. 5.W . Washingten, [ 20464, Do not
send the lorm 10 ihis address.

DATA MATRI(X

Dale April*23, 2001 . ) EPA Reg No./File Symbo) 72977-E Page | of |
Applicani's/Regisirant’s Name & Addiess Product
ETIH20, Route 14, Box 1517, Lake City, F1 32054 Axen
ingredient Silver & Citric Acid
Guidehne Releiznce Number Guideling Study Name MRID Number Submillgr Stalus Holg
ETI H20 owi Actepled
ETI H20 own Accepted
ETIH20 ' owll Accepted
ETI H20 own _ |Accepled
"
Signatuie P Nome ang Tite - Dae.
Henry lacoby, Agent ‘5/%/

-
EPA Fom 857035 (8-37) Elgenonic Waperyﬁns avanauyﬁmﬁu only Paper version. - Agency Internal Use Copy T

PREFPARED BY HEMRY JACOBY {301-#  4090)-



LA

. Farm Approved U148 No. 2070-0060
S UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
N7y 401 M Street, S.W.

WASHINGTON, B.C. 20460

Paperwork Reduclion Act Nolice: The putlic reporting burden lor this collection of inlarmation is esfimated lo average 0.25 houss per response for registialion aclivilies and 0.25 hours per cesponse for
igiegistration and special review aclivilies, including time for reading the instruclions and compteling the necessaty forms. Send commenis 1egarding the burden estimate or any olher aspaci ol this collection of

inlgrmation. including suggestions lorrgoucing the purden 10: Direcior, OPPE Inlormation Management Division {2137}, U.S. Environmenial Pratection Agency, 401 M Streed. S.W ., Washington, LU 20481, Bo nol
send Ihe lorm Lo 1Nis address.

DATA MATRIX

Date April 16, 200 EPA Reg NoFite Symbot 72977.E Pagel o 2
Apphicants/Regislrant's Name & Address Product
ETI H20, Route 14, Box 1517, Lake City, FL. 32054 Axen
ingregient Citrie Acid
Guidetine Relerence Mumber Guidehing Sludy Name MRID Number Submitier Slatus tiole
OPPTS Series 830 Group B - Physical/Chemical Properties N/ A Reregistration Eligibility Document PL }
OPPTS 8701100 Acute Oral Toxicity N/A 1
OPPTS 8701200 Acute Dermal Toxicity N/A i " !
OPPTS 870.1300 Acute Inhalaton Toxicily N/A " . " 1
OPPTS 870.2400 Acute Eye Irnitation N/A " " 1
OPPTS 870.2500 Acute Dermal Irriiation N/A ) | " i
OPPTS 8702600 Skin Sensitization Tesi N/A ' o h
OFPTS R50.2100 Avian Acute Oral Toxicity Test N/A ' " 3
OPPTS 850.2200 Avian Dielary Toxicity Test N/A " !
OfPTS 8301075 IFish Acute Toxicity Test, freshwater and marine N/A " ) 1
OPPTS 8531010 Aguatic Invertebrate Acute Toxicity Test, Daphnia N/A " ) ' !
Signature N/?c and {E B B Dale
/ M A:éfﬁf‘{rma. Prcsidc.m :.‘5/6\:1//

TP Form B570-25 9 G7 tlacy/cyane{ versqubmil only Paper version.

PREFPARED BY HENRY JACOBY (111 -F

Agency internai Use Copy

Q09h




Page 2 of 3
EPL File Symbeol 72877-E
April 16, 2001

DATA MATRIX

1. Reregistration Eligibility Document - Citric Acid,
Prevention, Pesticides And Toxic Substances, EPA-738-F-92-017,

June 1992, Page 5.

"In considering citric acid for reregistration eligibility, the
Agency believes it is an active ingredient that should be
considered for this broad waiver of the generic data
requirements. The considerations that lead the Agency to this
conclusion are as follows:

The U. S. FDA lists citric acid as a multiple purpose “generally
recognized as safe” (GRAS) food substance (21 CFR part 182).
Citric acid is also approved by the Joint FAO/WHO Expert
Committee on Food Additives for use in foods without limitation.

There is no indication in the available information on citric
acid as provided by the registrant that suggests that citric acid
would constitute a hazard to the public or to the environment,
Citric acid is widely distributed in plants and animals and
occurs naturally in foods in substantial guantities. It is a
well-known intermediate in carbohydrate metabolism and ingested
citrate is considered to be cqmpletely metabolized.

Citric acid from living organisms 1s found naturally in soil and
water. Citrates leached from rotting vegetation and produced by
microorganisms have been detected at low levels through the
ecosystem. Citric acid degrades readily when in contact with a
variety of microorganisms that are found in scil, natural waters
or sewage treatment systems. There is negligible human and
environmental exposure to clitric acid as a pesticide as a result
of current registered use patterns, e.g., it has a low use rate

and frequency of application.

No reports or adverse effects have been-submitted to the Agency
for this active ingredient. Citric acid, is, however, a severe
eye irritant and mederate skin irritant, so appropriate label
precautions are necessary. There is no indication of any other
significant adverse gffects from c¢itric acid to humans or the
environment associated with its use as a pesticide.



Page 3 of 3
ERPA File Symbeol 72877-E
April 16, 2001

DATA MATRIX

Based on these factors the Agency does not believe generic data
beyond those data reqguired to satisfy basic product identity and
chemistry questions .. are necessary to determine if the currenc
registered uses of this active ingredient pose unreasonable risks
tc humans or the environment. Therefore, the Agency waived all
generic data requirements except the basic product identity and
chemistry data. The Agency believes that, based on the above
factors, the registered uses of citric acid do not pose
unreasonable risks to humans or the environment.”

The present application does not result in an use that is
substantially different from those already registered. Therefor
the Agency’s rationale and waiver is applicable. Nc additional
data are reqguired.



. Form Agproved OHB Mo, ¢070-0060
K UNITED STATES ENVIRONMENTAL PROTECTION AGENCY o '

N
N7 401 M Street, S.W.
k WASHINGTON, D.C. 20460

Sy

Paperwork Reduclion Act Nolice: The public reporting burden lor this collection of information is eslimaled lo average 0.25 hours per response for registralion aclivities and 0.25 hours per response lor
reiggistiaiion and special review aclivities, including lime lor reading the instructions and compleling the necessary forms. Send commenis regarding (he burden eslimale or any olher aspeci ¢l this collection of

mnleimation, incluging suggestions for reducing the burden to: Ditector, OPPE tnlormation Managemead Division {2137}, U.5. Envirenmenial Proteclion Agency, 401 M Sireel, S.W., Washington, D¢ 20460. Do nal
sead lhe toim 1o this addiess,

DATA MATRIX
Dale ' April 16,2001 . EPA Reg No.fFile Symbol, 72977-E PFagal of 2
Applicant's/Begistrant’s Mame & Adcress Produel
ZT1 H20, Rouie 14, Box 1517, Lake Ciy, FLL 32054 Axen
giedizny Silver
Guideling Reference Number Guidelisie Sludy Name MRID Number Submiter Slalus Mole
OPPTS Scrics 830 Group B - Physical/Chemical Properties N/A Reregistration Eligibitity Document PL ]
OPPTS 8701100 Acute Oral Toxicity N/A ! ) ]
QOPPTS §70.1200 Acute Dermal Toxicity ' N/A " |
OPPTS 70,1300 Acute Inhalution Toxicily , N/A ]
OPPPTS §70.2400 Acute Eye Irritation N/A L " |
QPPTS §70.2500 Acule Dermal Iratation ' N/A } ' 1
OFPTS 8§70.2600 Skin Sensitization Test . N/A N <. I
OPrpPTS 850.2100 Avian Acute Ora-l Toxicity Test N/A Mason Chemical Company ' PA-Y
OPPTS 550.2200 Avian Diclary Toxicity Test . N/A Masan Chemical Company PALY
.OPT—'TS SSb_ID?S Fish Acute Toxicity Test, freshwaler and marine N/A Reregistration Eligibility Document PL 1
QPPTS 850.1010 Aquatic Inverrebrate Acule Toxicity Test, Daphnia N/A ) |
Signature Name ang Tille ' Dale .. '
| ) ; 4&4‘4 Henry Jacoby, Agent ' jé s/
EPA Form 857035 {9-97) flef::oniW’W\rersmns aw?ﬁle. Submil only Pape:.version. : | Agency laternal Use Copy

PREPARED BY HENRY JACOBY {301-£77 0090)




_ Page 2 of 2
EPA Fille Symbol 72977-E
- April 16, 2001
DATA DMATRIX

1. Reregistration Eligibility Document and Fact Sheer-8ilver,

Prevention, Pesticides And Toxlc Substances, EPA-XXX-X-XX-AXX,
??Pmonth??? 1992. Page 2 of the Fact Sheet.

"Most usually-required toxicity and exposure studies have been
walved for silver since adequate published informaticon is
availabkle.” See References on pages 34 through 37 of the RED
document on silver. ’

2. My company is will to develop and submit the data required by
EPA under the authority of the Federal Insecticide, Fungicide and
"Rodenticide Act (FIFRA}, when the Agency formally requests such
data from companies with currently registered products containing
an unregistered source of silver. However, my company would
‘prefer te enter into an agreement with one or more registrents to
develop joilntly or share in the cost of developing the data, if
necessary.



REQUEST FOR & WRIVER FRCOM THE REQUIREMENT OF
OPP&S-S?O.]BOO
ECUTE INHALATION.TOXICiTY TESTING
ETI H,0 requests a waiver from the requirement of submitting the
Acute Inhalation Toxicity Testing (OPPTS 870.130¢} for their

product AxEN®. This waiver is based on a number of factors:
formulation, low toxicity, packaging, and aerodynamic properties.

The formulation of AXEN® is predominantl ;. The
remaining ingredients are citric acid, : : _,‘_' h and ionic
silver. This formulation tested out as category IV for acute
oral, acute dermal, ‘eye and skin irritation toxicity tests and

negative as a skin sensitizer. mand ionic silver
are present at of the formulation.

The only
chemical, beside present at a significant level 1s citric
acid (~5% w/w). Information from toxnet' on the toxic effects of

citric acid states “A moderately strong acid with irritant and
allergenic properties. It is generally considered harmless
except in large ingestions or chronic exposure.” This is not the
case with AXEN®. ©None of the of components present in the
formulation are at a level to result in a significant toxic
response. At 100% exposure of the product to rats in the
inhalation study the only likely effect to be observed might be
mild tissue irritation as a result of the acidic effects since
the formulation has a pH of 1.79.

The product will be packaged as a ready-to-use spray. The spray
utilized is a trigger spray similar to those employed with many
of the household cleaning products. The particular trigger spray
being used with AXEN® will generate a stream of product at ~1-2
mL, per squeeze. The nozzle will be non-adjustable.

The application of this product using the trigger spray with its
direct stream is not likely to produce a significant amount of
aerosocl particles. And of the aerosol particle produced, little
or none of them will be less than 100p in size. Since the product
1s predominantly composed of,- with no volatile components,
its density is very close to that of
Because of the low amounts of components, other than and
their relatively lqw”yolgtility, any aerosol particles produced
are likely to behave aerodynamically similar to that of@

-



In summary, thils walver request is based on the following facts:

1. None of the components in the formulation are present at a
"concentrate sufficiently high to result in a metabolic toxic
effect when inhaled. The pH of the formulation is in the
range that might result in mild irritation to the mucous
membranes.

2. There is little or no reason to expect a large percentage of
respirable particles being produced by the trigger spray
application of this preduct.

3. Carrying out an acute inhalation toxicity test with this
product would not significantly alter the present knowledge
base or effect a change in the precautionary labeling, since a
concentration of citric acid many time higher than present in

AXEN® would only be moderately irritating at worst.

' Hazardous Substances Data Bank Report, page 3 of 21, Clinical Effects,
0.2.1.1, page 3 of 21, htip:/toxnet.nlm.nih.gov
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
e WASHINGTORN, D.C. 20460

paperwork Reduction Act Hotice: The puklic reponing curden tos this-colleclion ol inlormation 1§ eslmaled 10 aveiage .23 howrs pet rasponse 1 registiahon
and 0.25 hours Dar response 104 reregrsiralion and special review activilies, incluging iime lor reading (ngnsirechons and complating the ascessary forns. Sang
commanis reqgarding puroen eslimale 0/ any other aspect ol 1his celleclion ot intormanon, incluging syggesions fos reducing the Durden 1o; Quecion, QPFE
yntormalion Managemeanl Division (2337}, U5, Environmental Protection Agency, 4071 & Siresr S0 Wastunglon BC 20:aQ.

Do aol send ing combleted lodm 0 1his 20dress.

Certification with Respect to Citaticn of Deta

Applicant'siAegisitanl's Name, Adgiess, ang Tefephene Mumber EPA Peqisianon Mumber/File Symool
ETI H20, Route 14, Box 1317, Lake Ciy, FI 32054 72877-E
Achwe ingragient{s) anafor regraseniative tesi compound(s) Oale
Silver & Curic Acid
General Use Panmein(s) {list all those claimed tor this product_using A0 GFA Parn 158) Product Nama
Manufacturing Use Preduct Axen

HOTE: If your productis a 100% repackaging of anoiher purchased EPA-registareq product labeled far all the same uses on yourlabel, you do not neged ta
gubmit this torm. ¥You musi submil the Formulalor's Exemplion $iatement (EPA Form §570-27).

1am respondng 10 a Dala-Cal-in Motice, ana have included wilh this jorm a list ol companies sent oliers of campensalian (the Data Matrix lorm shouid
be used HoF INis puipose).

[]

SECTION |- METHOD OF DATA SUPPORT {Check one method only)

I am using the selechive method of suppad {gr cile-all oplion
under the szlactive method), and have wncluded with this form a
compleied hsl ol dala requitrements {Tha Data Matriv lorm must be
used). '

I am using the cite-all melnod of supporl, and have included with rhis lorm
a list ol compeanies senl olieis ol compensation {the Data Mainx form
shiould be used lor Ihis purpose).

[ X

SECTION JI: GENERAL OFFER TO PAY

[Aequireq il using the cile-all melhed or when using the cite-all oplion under the seleclive method 14 satisly one or mo¢ daia requirements]

D I hereby oller and agree [0 pay compensalion, 10 olher persons, wilh regard to the approvat af this applicalion, 10 the exisni requited oy FIFR A,

SECTION II: CERTIFICATION

I ceruly \hal this apphcation lor regisiration, this lorm for reregisiiatien, or this Qata-Cali-in response is supporied by afi data submilted or cited in the
application for registiation, the form lor reregisization, or the Data-Call-n response. in addition, il Ihe cite-all eplion or cile-all egtion under the seleciive method is
indicaled in Saction | this applicalion.is supported by all data in the Agency’s files thal (1] concern the properiies or eitects o! (his product or an identical ¢«
subslanhally simuar produci, or one or more of the ingrediens in this producl; and (2) is a type ol data thal wauld be reguired to be submilted under the dala
requirements in eitect on the date ol approval of this applicanien il Ihe applicalion sought the initial ragistration ol a prodoct sl identical o similar compasilion and
USEs .

tcenily that lor gach exclusive use sipoy cited in supporl of Lhis iegistrauon or reregistialion, that | am she riginai data submilied of that ! have obiained
ine wnilign permission ol the onginal dala submines fe cile thaf 5tudy.

| carlity thal tor each siudy ciled in suppoil of this regisiration of reregistration that is not an exclusive use siudy, eithee {a) | am Ihe original dala
submiler; () | have oblained the permission of the original data submiller 1o use the study in support ol this application; {¢) all periads of eligibitily tos
compensalion have expied for the study; (d) the siudy is in the pubiic liigralure; or {e) ! have aotified in wriling the company ihal submitled the siudy and have
oltered [1) 10 pay compensairon to the extenl requiced by sections 3{c){1){F} and/or 3{c}{2){B) al FIFRA; and {ii} lo cemmence negolialions 1o felermine the
amoyni 3nd i2:ms ol compensancn, if any, 10 be paid for the use of the sludy.

{cartly tharin all inslances where an oller of compensation is required, capies ol all olfess 16 pay compensativn 4ne evidence al theis delivery in
accordance with sections 3{c){1}{F) and/or 3{c}(2){B) o! FIFRA are available and wil be submilted 10 the Agency upo.. requesl. Sheuld |lail le produce such
svidence 1o Ine Agency upon request lundersiand ihatrthe Agency may iniliate action 1o deny, cancel or suspend e (¢ siition ol My produdl in coalarmily wilh
FIFRA.

I cestity that the statements | have maae on’ lrus ferm and all attachments 15 it are true, dccuraie, and complete. | acknowledge that any
knowingly false or mlsieadlng siatement may be pumshable by fine or impriconment ar buth under applicabze 13w,

Typed or Prinied Name an_

Title

Signaivis

%Myq \}M

Date ~

12/ 0/

Henry Jacoby, Agent

EPA Foim 3570-34 (9 37) ‘Iectrj»(andy/(r versions |table Submit only Paper varsion.

SREPARED 3Y HENAY JACOBY




forn Approved OMB No. 2070-G060 |

S U.. ED STATES ENVIRONMENTAL PROTEC ..ON AGENCY
Sz, - - , 401 M Street, S.W.
ot WASHINGTON, D.C. 20460

Paperwork Aeductlon Act Nollce: The public reporting burden for this collection of informalien is estimated fo average 0.25 hours per response for registration acfivities and 0.25 houts per rasponse ot
tereqisiiation and special revigw activities. ingluding tlime lor reading the instructions and completing the necessary lorms. Send commenls regarding the burden eslimale or any other aspect ol Lhis colleciion ol
informalion, including suggesiions for reducing lhe burden lo: Director, OPPE Informalion Management Division (2137}, U.S. Envitenmenlai Prolection Agency, 401 M Streel, S.W. Washington, DC 20460, Do nel
send Ing form To lhis address. '

DATA MATRIX

Date April 16, 200] EPA Reg No.File Symbol 29771 Page | of ]
Applicant's/Registranl's Name & Address ) Product
ETI H20. Route 14, Box 1517, Lake Cily, Fl 32054 Axan
Ingredient Ciiric Acid”
Guideline Reference N_urﬁ‘ber Guideling Study Name : MAID Numbstr Submifter Stalus Hole
Reregistration Eligibility Documenl PL |
Rercgistration Elrgibility Document L |
Rercgistration Cligibility Documcrit . I
Reregistration Eligibility Document Pl I
Reregistrution Etigibility Document Pl !
TR ; Reregistration Eligitnlity Document I |
it Reregistration Eligibility Document PL 1
AR R ] Reregistration Eligibility Dacument PL |
Y RGN : Reregistralion Eligibility Document PL ]
e el Reregistration Eligibility Document P
Reregistration Fligibility Docinmaen) PL [
b B4
2 r s -
i
Signeiure , NamgZn~ Ti .;" Dale
: o7 - :
- . Andrfv /\|'p& Presiden 5 of
R EPA Form 8570-25 {8.97) Elecibnic and W; vecriens available £Fhmil only Faper versign. il Fublic File Copy !

PREPARD BY HEREY JACOEY 0186540480}




Page 2 of 3
EPA File Symbol 72977-&
. April 16, 2001
DATA MATRIX - -

1. Reregistration Eligibility Document - Citric 2cid,
Prevention, Pesticides And Toxic Substances, EPA-T738-F-92-017,
June 1992, Page 5. : :

“In considering citric acid for reregistration eligibility, the
Agency believes it is an active ingredient that should be
considered for this broad waiver of the generic data
requirements. The considerations that lead the Agency to this
conclusion are as follows: '

The U. S. FDA lists citric acid as a multiple purpose “genercally
recognized as safe” (GRAS) food substance {21 CFR part 182).
Citric acid is also approved by the Joint FAQ/WHO Expert
Committee. on Food Additives for use in foods without limitation.

There is no indication in the available information on citric
acid as provided by the registrant that suggests that citric acid
would constitute a hazard to the public or to the environment.
Citric acid is,é widely distributed in plants and animals and
occurs naturally in foods in substantial quantities. It 1s a
well-known intermediate in carbeohydrate metabolism and ingested
citrate is considered to be completely metabolized.

Citric acid from living organisms is found nacurally in soil and
water. Cltrates leached from rotting vegetation and produced by
microorganisms have been detected at low levels through the
ecosystem. Citric acid degrades readily when in contact with a
variety of microorganisms that are found in soil, natural waters
or sewage treatment systems. There is negligible human and
environment Al exposure to citric acid. as a pesticide as a result
of curren: registered use patterns, €.g., 1t has a low usz rate
and frequency of application. '

No reports or adverse effects have been submitted to the Agency
fur thils active ingredient. Citric acid, is, nowever, a seavere
eye irritant and moderate skin irritant, so appropriate label
precautions are necessary. There is no indication of any other
significant adverse effects from citric acid to humans or the
environment associated with its use as a pesticide.



Page 3 of 3
EP2 Fils Symbeol 72977-E
2pri

11 16, 2001
DATA MATRIX - .-

r

Based on these factors the aAgency does not believe generic data
beyond those data reguired to satisfy basic product identity and
chemistry guestions .. are necessary to determine if the currenc
registered uses of this active ingredient pose unreasonable risks
to humans or the environment. Therefore, the Agency waived all
generic data requirements except the basic product identity and
chemistry data. The Agency believes that, based on the above
factors, the registered uses of citric acid do not pose
unreasonable risks to humans or the environment.”

The present application does not result in an use that is
substantially different from those already registered. Therefor
the Agency’'s rationale and waiver is applicable. No additional
data are reguired.



Fotm Apptoved T8 No. 2070-0080

s :  UwiTED STATES ENVIRONMENTAL PROTECTION AGENCY
!\&‘fa; ' 401 M Streel, S.W. '
ot ' , " WASHINGTON, D.C. 20460

Paperwork Reduction Act Holice: The public reporling burden Ipr this colleclion of inlarmation is eslimated 1o average 0.23 howis pes response loc regisitation aclivilies and 0.25 houvss pet iesponse ot
rereQistiabion and special review activilies. including ime lor reading the insliuclions and compleling the necessary lorms. Send commanls regarding he burden eslimate of any olher aspecl ol this collection of
information, ncivding suggestions lor reducing Ihe berden {o; Director, OPPE infoimation Managemenl Division {2137), U.$, Environmental Proleclion Agency, 401 M Slreel, S.W., Washington, DT 20460, Oo nol
send Ihe form 1o this address.”

DATA MATRIX

Dale Apni 23, 2001 EPA Agg NoFilz Symbal 729772 Page | of 2
Apphicanl's/Registrant's Mame & Addiess . Pioducl -
ETI H20, Roule 14, Box 1517, Lake City, Fl 32054 Axen
Ingredizat Sifver .
Guideline Relerence Numbes Guidgline Siudy Name MRID Number Submiller ' Stalus lgle
. : Reregistration Eiigibility Document PL [
; Reregistration Eligibility Document PL |
Reregistration Eligibility Document PL i
Rerepistration Eligibtlity Document PL }
Reregistration Eiigil)iliiy Documenl PL )
Reregistration Eligibility Docurment PLI |
Reregistration Eligibility Document - PL Al
Mason Chemical Company PAY-"'
Masen Chemical Company PA-);I
Reregistration Eligibility Document PLI-\-’: |
Reregistralion Eligibtlity Document PL I
Signatuie " _ . Name ano hille L : Da1e/ _
M - Henry Jacaby, Agent I ‘5/2/)/

£ .
EPA Form 8570-35 {B-97] EJé’clroniW’baﬁWsmns availanubrnil only Paper varsien. Public File Copy °

PREPARD BY MENITY JACOBY (201.865.9090)



EPA File Symbol 7
. 2pril 15, 2301
DATA MATRIX

1 Reregistration Eligibility Document and Fact Sheet-Silver,
Prevention, Pesticides and Toxic Substances, EPA-XXKX-xX-XXx-XxX,
?7??month??? 1992, Page 2 of the Fact Sheet.

"Most usually-required toxicity and exposure studies heve been
waived for silver since adeqguate published information is
available.” See References on pages 34 through 37 of the RED
document on silver.

2. My company is will to develop and submit the data required by
EPA under the authority of the Federal Insecticide, Fungicide and
Rodenticide aAct {FIFRA}, when the Agency formally requests such
data from companies with currently registered products containing
an unregistered source of silver. However, my company would
prefer to enter into an agreement with one or more registrants to
develop jeintly or share in the cost of developing the data, if
necessary.




.

Form Appioved OMB to. 2070-065)

{

rn . L, TED STATES ENVIRONMENTAL PROTEC 11ON AGENCGY )
"-"j.# : 401 M Street, S.W.
e : WASHINGTON, D.C. 20460

Paperwork Reduclion Act Notice: The public reporling burden lor 1his colleciion of informalion is eslimaled to avarage 0.25 hours per tesponse lar cegisiration aclivilies and 0.25 hours per responsce bos
reiegislration and special review aclivilies. including lime lor reading the insltuclions and compleling the necessary forms, Send comments regarding Ihe hurden eslimate @ any olher aspec! ol lhis collection of
infgrmaltion, including suggestions for redecing the burden to: Direcler, OPPE Inloimation Managemenl Division {2137}, U.§. Environmental Protection Agency. 401 K Steet, 5 W Washinglon, 0C 20460. Do nol
send [he Torm (o [his address. .

DATA MATRIX

Dale April 23, 200 EPA Reg No /File Symbol 7297715 Page i ol |
Applicani’s/Registranl's Name & Address Product
LTI H20, Route 14, Box 1517, Lake City, FI 32054 Axen
Ingredient Silver & Citric Acid
Guideline Relerence Numt;ef Guideling Sledy Mame MRID Number Submilter - : Slalus Note .
5 ETI H20 . own Accepted
ETl H20 : own Accepied
ETIH20O : own Accepled
ETI H20 own Accepled
Signai.u:e P ) Name ane fille Date
. -
- M Heory facoby, Apenl \5/'%/

EPA Form 8570-35 {9-97) Eleclronic y'aperyﬁns availabyfﬂﬁnil only Paper veirsion. Agency Internai Use Copy

PREPARED @Y HEMRY JACOBY (A01-BE5. 9090)




Page is not included in this copy.

’ '/ J? ,'/--Ii \ .
Pagesfﬁ* / through ;bﬂ are not lncluded in this copy.

T

The material not included contains the fellowing type of

information:

Identity of producp inert ingredients.
Identity of product impurities.

Description of the product manufacturing process.
.Desc;iption of quality control procedures.
Identity of the source of product iﬁgredients.
Sales or other commercial/financial information.
A draft product label.

The pro@uct confidential statement of formula.

Information about a pending registration action.

FIFRA registration data.
(/,r'if; - (/_4,: Vs

-

- The document 1s a duplicate of page(s) 7

The document 1s not responsive to the request.

The information not included 1s generally considered confidential

by product registrants. If you have any questions, please
contact the individual who prepared the response to your request.




JNITED STATES ENVIAONMENTAL PROTECTION AGENCY

401 M Street, S.W.

WASHINGTON, D.C. 20450

)

Foim App:oved QRB No 207G-00(0

send the lorm o this address,

Faperwork Reduction Act Notice: The public reporting burden lor this coltlaction of information is estimated 1o average 0.25 hours per tesponse dor regisiraiion activities aad §.25 hotis per respanse o4
reregistiation end special review activities, including lime lor reatding the instructions and completing the nacessary foims. Send comments regarding the burden estimaie or any oiher aspect of this collechen of
infatmation, incluging suggestions lor reducing the burden lo: Direclor, GPPE Inlormation Management Division {2137}, U.S. Environmenial Prolection Agency. 40! M Sireel, 5.W  Washinglon, DC 20460. Do nol

DATA MATRIX

Date April 16, 200t EPA Reg No /File Symbol 70711 Page | of 2
Appiican’.'ﬁfﬂegisiranf’s Name § Addiess Proguci
ET! H20, Roulc 14, Box 1517, Lake City, FL 32054 Axcn

tngredient Ciiric Acid I

Guideline Relerance .Nu-r'nbef Guideline Sludy Name MRID Number Submiller Stadus Hoig
OPPTS Scrics 830 Group B - Physical/Chemicai Properties N/A Reregistration Eligibility Docuinent Pl ;

" OPPTS 870,110 Acute Oral Toxicity N/A . !

OrPIS 870.1200 Actte Dermal Toxicity N/A 3 B
QrIEs 870.1300 Acutc Inhalation Toxicity N/A " i
OPPES 870.2400 Acule Eye Irritation N/A " i
OPPTS 870.25(K Acute Dermal irritation N/A 1
OPPTS 870.2600 Skin Sensitization Test NIA " N i
OPPTS R50.2100 Avian Acute Oral Toxicity Test N/A !
OPPh 850.2200 Avian Dictary Toxicity Test NIA " ) f
oPpTS 8.5{). 1375 Fish Acute Toxicity Test, freshwater and marine N/A " I
QUPTE 8501010 Aguatic Inverichrate Acute Toxicity Test, Daphnia N/A N I

Signatyie

fﬁifewm
Mifflrew Arata, President

Gale p

EFA Form 3570.3519-97) Erecrr/or{c;’/aper versioWubmi: only Paper varsion,

Agency inlernal Use Copy

PRCPAREZD DY HENTTY JACORY C301-H060. G001}

] 4700%/



DATA MATRIX ~ - © .

1. Reregistration Eligibility Document - Citric Acid,
Praventlon, Pesticides And Toxic Substances, EPA-738-F-92-017,
June 15982, Page 5.

"In considering citric acld for rereglstration eligibility, the
Agency believes it 1s an active ingredient that should be
considered for this broad waiver of the generic¢ data
requirements, The considerations that lead the Agency to this
conclusion are as follows:

The U. §. FDA lists citric acid as a multiple purpose "generally
recognized as safe” (GRAS) food substance (21 CFR part 182).

Citric acid is also approved by the Joint FAOQ/WHQ Expert _
Committee on Food Additives for use in foods without limitation.

There is no indication in the available information on citric
acid as provided by the registrant that suggests that citric acid
would constitute a hazard te the public or to the environment.
Citric acid is widely distributed in plants and animals and
occurs naturally in foods in substantial quantities. It is a
well-known i1ntermediate in carbohydrate metabolism and ingested
citrate is considered to be completely metabolized.

Citric acid from living organisms is found naturally in soil and
water. Ciltrates leached from rotting vegetation and produced by
microorganisms have been detected at low levels through the
ecusystem. Citric acid degrades readily when in contact with a
varioety of microorganisms that are found in soil, natural waters
or sewage treatment systems. There is negligible human and .
environmental exposure to citric acid as a pesticide as a result
orf current registered use patterns, e.g., it has & low use rate
and frequency of application.

Nn reports or adverse effects have been submitted to the Agency
fuor this active ingredient. Citric acid, is, however, a severe
eye irritant and moderate skin irritant, so appropriate label
precautions are necessary. There is no indication of any other
significant adverse effects from citric acid to humans or the
gnvironment associated wilith its use as a pesticide.




Page 3 cf 3.
EPL File Symbol 72977-E
. Zpril 16, 2001
DATA MATRIX

e w R -

Based on these factors the Agency does not believe generic data
beyvond those data reguired to satisfy basic product identity and
chemistry guestions .. are necessary to determine if the current
registered uses of this active ingredient pose unreasonable risks
te humans or the environment. Therefore, the Agency waived all
generic data requirements except the basic product identity and
-chemistry data. The Agency believes that, based on the above
factors, the registered uses of citric acid do not pose
unreasonable risks to humans or the environment.

The present application does not result in an use that is
substantially different from those already registered. Therefor

the Agency's ractionale and waiver is applicable. No additional
data are required.



Form Approved OMHB Na, 2070-0060

REEH uNITED STATES ENVIRONMENTAL PROTECTION AGENCY
Nz 401 M Street, S.W.
b WASHINGTON, D.C. 20460

Paperwork Reduction Act Hotice: The public reporting burden lor this colleclion of inlormalion is estimaled 1o average 0.25 hours per response lor registration aclivilies and 0.25 hours per respoise lor
reragistrabion and special review aclivities, including lime lor reading Ihe insliuclions and compleling \he necessary lorms. Send cammenis regarding the burden estimale or any olher aspect ol this collectivn of

inlgimtion, inclyding suggestions los reducing the busden lo: Direclor, GPFE Inlormalion Managemant Division (2137). U.3. Enviranmenlal Proleclion Ageacy, 401 M Strael, S.W. Washinglon. D3 20460, Da nal
send |he [arm 1o this addipss.

DATA MATRIX

Date Apal 16,2001 : . EPA Reg No.fFile Symbol : 7207712 Page | aof 2
Applican’s/Regishiant’s Name & Address Producl
ET! H20, Roulc 14, Box 1517, Lake Cuy, FL 32034 Axen .
ingeedient Silver
Guideling Relgrence Nembet Guideline Study Name MRAID Number Submillat _ Stalus Walae
“OPPTS Series 830 Ciroup B - Physicnl/ChcmicnlhPrE[)crtics N/A Reregistration Eligibility Document PL i

OPPTS 87201100 Acute Oral Toxicity Nz‘A. - . " !

OPPTS 870.1200 . Acute Dennal Toxicily " N/A I ! " i

OPPTS 8701300 Acule Inhalarion Toxicily - N/A " ) |

CPIPTS R70.2400 Acute Eye lritation N/A " ) N !

OPPTS 870.2504) Acute Dermal Trrhiation N/A ) : ) !

OPPTS 870.2600 Skin Senshizalion Tes N/A ! . 1l

OPPTS 850.2100 SAvian Acute Oral Toxseily Test : N/A Masan Chemical Company PA “({

OPPTS 850.2200 Avian Dielary Toxacity Tes! N/A - Masan Chemical Cbmp_:my ‘ PA-.Y. .

OPrPIs 8501075 Frsh Acute Toxicity Tesl, reshwater and marine N/A Reregistration Eligibilily Document . PLI:'.' I

QIS 8501010 Aquittic Invertebraic Acute Toxicity Tesl, Da.lphnia N/A ! 2 ) I
Signature . Mame anu dithe Date
. /,% (}W‘é Henry Jucaby, Agcnl- / /

FPa Form B570.35%(0-97) t_]le_flmmﬂ y/vmsmns av le. Submii only Paper version, . Agency Internal Use Copy

FPREPARED BY HENIY JACOBY {301-865-909M




- Page 2 of 2
EPE F:ile &Symbol 72977-E
April 16, 2001

DATA MATRIX

i Feregistration Eligibility Document and Fact She=c-Silver,
Prevention, Pesticides and Toxic Substances, EP
???month??? 1982, Page 2 of the Fact Sheet.

"Most usually-reguired toxicity and exposure studies have been
waived for silver since adequate published information is
available.” See References on pages 34 through 37 of the RED
document on silver. :

2. My company is will to develop and submit the data required by
EPA under the authority of the Federal Insecticide, Fungicide and
Rodenticide Act (FIFRA), when the Agency formally requests such
data from companies with currently registered products containing
an unregistered source of silver. However, my company would
prefer to enter into an agreement with one or more registrants Co
develop Jjointly or share in the cost of developing the data, if
necessary. ' '



el 21ATES ENVIRONMENTAL PROTECTION AGENCY
R/ . 401 M Streel, S.W.
ettt ' WASHINGTON, D.C. 20460

Paperwork Reduction Acl Notice: The public :epoiling burden los this colleclion ol inlormation is eslimaled lo average 0.25 houts per response for registralion aclivities and 0.25 haurs per tesponse tor
reregislration and special review aclivilies, including time lor reading Ihe insltvehions and compieling the necessary torms. Send commenis regarding.the burden eslimale or any oiher aspec! of this celleclion of

informalion. including suggeslions lor reducing the buiden lo: Direclor, OPPE Inlormalion Managemenl Division {2137}, U.5. Envitonmental Proleciion Agency. 401 M Streel, 5.W. Washinglon. OC 20480. Do no
send the lorm 1o this address.

DATA MATRIX

Date April 23, 2001 ERA Reg No/File Symbol 12977 -k Page 1 ol |
Applicani’'s/Regisirant’s Hame & Addiess Product
ET1 H20Q, Route 14, Box 1517, Lake City, FI 32054 Asxcn
Ingredient Stlver & Citric Acid
Guideling Relerence Pﬁ!ufﬁbe: Guideling Sludy Mame MRID Number Submilter EHTH Mole
SERIES 830 Product 1dentity & Composition - 45016502 - [ETIH20 own Acuepred
OPPTS 830.6317 Storage Stabiiity 45182002 |ETI H20 own  |Accepted
OFPTS 870.2400 Acule Eye Irritation 46046501 ETI H20 own ;\cccpluﬂl
OPP 158 640 Product Performance (ADAC use dilution 1est) ' 45016906  |ETI H2Q own Accepted
Signature Name anC Tills - - Date
{/’
Henry Incohy, Avent iyl &}/

EPA Foim 3570-35 (3-97) Eleclronic and Paperﬁ /ﬂable Subn%y Papcr YRISI0N. . Agency Inleinal Use Copy v

PREFARLED 13Y HENRY JACODY (301 865-49090
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FILE SYMBOL/REG NO. ’Z;if5:77“~é;f‘?m .‘3‘3 xcTION cope | ¢
DESCRIPTOR é(f; % f(«j /\;ﬂa“ﬁv (ﬂ,(}/ﬂ( (L8 ¢ Aé/fz%ﬂ )

"
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§ }-CHILD RESISTANT PACKAGING: | ) CERTIFICATION-
[} NON-RESIDENTIAL USE ONLY
[ 1 NOT APPLICABLE '
REGISTRATION TYPE: [ ] CONDITIONAL { ] UNCONDITICNAL

PﬁOPOSEb'CLASSI?ICATION: ) GENERAL' { ') RESTRICTED USE

DATE ON APPLICATION EPA RECEIVE DATE PM:RECEIVETDA$E~

g .. ! LY f . J I \ ¥ !
Wl Ll Ll gdle) | U487 | df
7 © : f i
“" METHOP"OF“SUPPORT-. . ™ "FORMULATORS . EXEMPTION ... .
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Page is not included in this copy.
o

pages//Q? through/{ > are not included in this cepy.

The material not included contains the following type of.

information:

Identity of product inert ingredients,

Identity of product impurities.

Description of the product manufacturing process.

Description of quality control procedures.

Identity of the source of product ingredients.

Sales or other commercial/financial information.
A draft product labéi.  | |
The product confidential statement of formula.
Information about a pending registraticn action.
FIFRA registration data, |
The document is a duplicate of paged{s) .

The document i's not responsive to the request.

The information not included is generally considered confidential
by product registrants. If you have any questions, please
contact the individual who prepared the response to your request.
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ETI H,0
Route 14, Box 1317
zlake Ciy, FL 32054

Attention:.John W. Kennedy, Agent

Subject: Axenohl
EPA File Symbol 72977-R
Application Dated December 8, 2000

Axen
EPA File Symbol 72977-E
Application Dated December 8, 2000

A review of your application package has determined that additional information will be
required 1n order for us to continue processing your appllcation The following information must
be comrrected and submitted.

ACUTE TOXICOLOGY

The Agency has completed its review of the submitted acute toxicity studies and the
comments are gutlined below.

1. The acuie orai toxicity, acute dermal toxiciy, primary eye irritation and primary skin irritation
studies are acceptable. :

2. No acute inhalation toxicity study or waiver request for this study was included for this
submission. In order to obtain Precautionary Labeling for this product, you must address the
requirements for this study or submit justification as to why this study was not submitted.

3. The acute toxicity profile for EPA File Symbol 72977-R is listed below:

_ Aculte oral toxicity v Acceptable
Acute dermal toxicity v Acceptable
Acute inhalation toxu:ny Not submitted
Primary eye irritation” . -]l Acceptable
Primary skin irritation IV Acceptable

Dermal sensitzatnicn Nen-sensitizer  Acceptable
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PRODUCT CHEMISTRY (AXENOHL)

The revised Basic Confidenual Statement of Formula dated December 3, 2000 is incomplete
and is not acceptable. The items histed below must be addressed on your CSF and submitted for
ouy TEVIEW. :

FINDINGS:

1. The formula weight for the electrolytically penerated silver in the Basic C8F must be

increased from, n item 13a in order for the percentage weight to equal 0.2400%

as given in item 13b and on the product 1abel. Based on the 12/5/00 CSF, the percent by weight
. oi ii’iver 15 0.2356%. li is suggested that the weight ofthé-dn the formula be reduced by

1o compensate for the increased use of silver.

2. The ingredient statement on product label for Axenchl) must be revised to read as follows:

Active Ingredients: :

B G IVET e 0.2400%
CITIC ACI. vt 20.6600%
Other Ingredients: ..., 79.1000%
TOAL oot 100.0000%

*ionic silver generated electrolytically

Silver not silver citrate should be declared as an active ingredient. Additionally, due to the
high concentration of citric acid or anhydrous citric acide present in this formulation, citric acid
must be identified and declared as an active ingredient. At the levels utilized citric acid
unquestionably provides antimicrobial activity. This assignment of citric acid as an active
ingredient is required, despite of the fact that citric acid also functions as a stabilizer in this
formulation.

3. The correct spelling of this product is Axenohi and not Axenhol as given in the application

{EPA Form 8570-1).
4. Identify citric acid or its synonym, anhydrous citric acid, as an active ingredient in the CSF.

5. All other elements of the CSF were acceptable.

A

L
K
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PRODUCT CHEMISTRY (AXEN)

The revised Basic Confidential Statement of Formula dated December 5, 2000 is incomplete

and 15 not acceptable. The items lisied below must be addressed-on your CSF and submitted for
our review.

FINDINGS:

1. The ingredient statement on product label for Axenohl must be revised to read as follows:

Active Ingredients:

*Silver............ [ES OO U OO RUUO PP 0.0012%
CIric ACTA.. e 4.8387%
Other Ingredients: ..o, 95.1600%

D TOtAL e 100.0000%

*ionic silver generated electrolytically

Due to the high concentration of citrate acid or anhydrous ciiric acid present in this
formulation, citric acid must be identified and declared as an active ingredient. At these
levels citric unquestionably provides antimicrobial activity. This assignment of citric acid as an

active ingredient is required, despite of the fact that citric acid also functions as a stabilizer in this
formulation.

2. The Ba51c CSF for Axen must be revised to incorporate the, increase in silver and

. R hich was recommended for the 12/5/00 Axenol CSF 1n the chemistry
review for Axenohl dated 3/9/01.

3. identify citric acid or its synonym, anhy'drous citric acid, as an active ingredient in the CSF.

4. All other elements, such as the certified limits, of the CSF were acceptable.

EFFICACY

The company has not complied with our request to correct the deficiencies as outlined in our

letter dated November 29, 2000 under “SUMMARY OF INFORMATION REVIEWED AND
FINDINGS/CONCLUSIONS.

S
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DATA MATRIX

You are reminded that a new data compensation form listing silver as the active and a dala
matrix for the Technical Grade Silver Active Ingredient must be submitted for both the Axen
and Axenohl products. You must also submit appropriate data compensation paperwork for the
Citric Acid Al If you are using an unregistered source of active for the Ciuic Aaid under the
Selective Method of Support, you must submit a data matrix for the TGA! Citric Acid.

LABELING

The Agency reserves full labeling review at this time until the above deficiencies have been
resoived. Just a reminder that additional information/data may be required to support your
~ application after the corrected efficacy data have been submitied and reviewed.

* This letter does not constitute registration and the product may not be lawfully marketed until
all the required information has been submitted for review and found acceptable.

If you have any questions concerning this letter, please contact Martha Terry at (703) 308-
6217. ' '

Sincerely,

P / "__/"
) jc*{i//z"fc//-ﬂ %//
Marshall Swindel}
Acting Product Manager 33
Regulatory Management Branch 1 -

Antimicrobial Division (7510C)
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SUBJECT: Product Chemistry Review of Axen

DP Barcode: D271464 Reg. No. or File Symbol: 72977-E
Manufacturing-use [ ] End-use Product [ X]

Active Ingredient Composition:
EQTIVET cverenereiaareeresirtereesssssaibenenestssesentsantsnsmssenesanensesesnnsnsen 0.0012%

* electrolytically generated silver ions
( as per undated product label which was post- dated 3/9/01 by the
reviewer of this submission)

TO: Marshall Swindeil PM 33 -

FROM: Alex Traska, Chemist %@2 ?9//?/@/

Product Science Branch, CT Team
Antimicrobials Division (7510C)- (/ _
J

THRU: Karen P. Hicks, CT Team Leader m
Product Science Branch
Antimicrobials Division (7510C) /

THRU: Michele E. Wingfield, Chief
Product Science Branch
Antimicrobials Division (7510 C)

BACKGROUND:

This re- submission, ip support of the new product registration of Axen
(EPA Reg. No. 72977-E ) an end-use hard surface disinfectant, was submitted by
John W, Keniedy Consuitanis, {nc. on behaif of ihe registrant, £TI H2O, Inc.



The registrant is responding to the November 29, 2000 Agency letter in
which deficiencies regarding Axen and its manufacturing-use counterpart were
delineated. In this re-submission a revised CSF and additional information was
provided for both Axen and Axenchi.

The following documents were submitied and examined in the chemistury
review of this submission: agent’s cover letter dated December 7, 2000,
application covering this re-submission dated 12/8/00, revised Basic Formulation
CSF for Axen dated 12/5/00,revised Basic Formulation CSE for Axenohl dated
12/5/00, Agency letter dated November 29, 2000 and undated product label which -
was post dated 3/9/01by the reviewer.

FINDINGS:

1. The ingredient statement on product label for Axen must be revised to read as
follows:
Active Ingredients:

S 102 ORI R 0. 0012%
CIIIC ACTA o 4 .8387%
Other INgredienis: (oo 95.1601%
O Al oo e e 100.0000%

*1onic silver generated electrolytically

Due to the high concentration of citric acid or anhydrous citric acid present in this
formulation, citric acid must be identified and declared as an active ingredient. At
these levels citric acid unquestionably provides antimicrobial activity. This -
assignment of citric acid as an active ingredient is required, despite of the fact that
citric acid also functions as a stabilizer in this formulation.

2. The Basic CSF for Axen must be revised to mcorporate the_increase In
. ERUPRREIEI - hich was recommended for the 12/5/00
Axenohi CSF in the chemlstry review for Axenohl dated 3/9/01.

3. Identify citric acid or its synonym, anhydrous citric acid, as-an active ingredient
in the CSF.

4. All other elements, such as the certified limits, of the CSF were acceptable.



RECOMMENDATIONS:
This re-submission, in support of the new product registration of Axen, is

not accepted.
Issues discussed under Findings must be addressed by the registrant.

03/09/01 AT



DD BARCODE: D271464
CASF: (68118 DATE PACKAGE RECORD DATE: 12/27/00
SUBMISSION: 5590089 BEAN SHISET page 1 of 1
* * * CASE/SUBMISSION INFORMATION * * *

CASE TYPE: REGISTRATION ACTION: 189 RESE FODPA-0OC-ME TOO

IDY#: 072977-E AXEN

COMPANY: 072977 ETI H20, INC. :

PRODUCT MANAGER: 323 MARSHALL SWINDELL . 703-308-6341 ROOM: CS1 6B
PM TERM REVIEWER: MARTHA TERRY 703-308-6217 ROOM: (€81 EW10
RECEIVED DATE: 12/12/00 DUE QUT DATE: 04/11/01

* % % DATA PACKAGE INFORMATION * * *
DP BARCODE: 271464 EXPEDITE: N DATE SENT: 12/27/00 DATE RET.: /7
~ CHEMICAL: e : -
2 TYPE: 001 )
CSF: Y LABEL: Y

ESSIGNED TO DATE 1IN DATE QOUT ADMIN DUE DATE: 04/01/01

DIV : AD 1 et E] ol /] NEGOT DATE: & /s /o7
BRAN: PSB s /7 PROJ DATE: 7 /5 7/e¢
SECT: CIT TR /o

REVR : UL O0.X '/ 2 /0f /7

CONTR : YA /o

* x o« DATA REVIEW INSTRUCTIONS * * *
Please review the corrected CSF based on the Agency's
comments in letter dated 11/29/00. Attached are copies of
the previous CSF, label and current CSF.

* * * DATA PACKAGE EVALUATION * * =*
No evaluation is written for this data package'

* * % ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION * * =*

DpP BC BRANCH/SECTION DATE OUT DUE BACK INS CSF LABEL
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Jobn W, Kennedy Consultznts
13 "C" Sueet Suite G
Laurel, MD 20707
Phone: {301) 490-1600
Fax: (301) 490-5793 _
E-MAIL: fonu~oprod s oneninnysshonnn oo

Deéember 7, 2000

Marshall Swindell

Product Manager 33

Antimicrobial Biogram Division (H7505C)
U. S. Environmental Protection Agency
Crystal Mall 2

1921 Jefferson Davis Highway

Arlington, VA 22202

Attn: Martha Terry

Subject: Your letter of 11/29/00
Axen
EPA File symbol No. ?2977 E

Axenchl
EPA File symbol No. 72977-R

Dear Mr. Swindel),

JWKC Represents ETI-H20. Dr. Ed Woolson has been the prlmary contact with ETI-
H20 and we are respondmg to the subject letter.

Enclosed is the revised CSF for both Axen and Axenohl. The revision has taken into
' account the comments submitted in the chemisiry review. The main function in the
formulation is to keep the silver in solution. We request that citric acid be maintained
as a stabilizer. At this time, ETIH20O wishes to drop the efficacy study for
Enterococcus faecium smce it is not necessary for the hard Smface disinfectant

registration.

We have not received the review. for the hard surface dlsmfectant sty run by



MicroBio Test, Inc. (Sterling VA ) Efficacy studies were submitted in November
1999 We understood during the meeting with you and Dr. Shamin on May 11, 2000
that the efficacy and toxicity studies had been reviewed and found acceptable. Pcrhaps
we were wrong in our understanding. The MicroBio Test AOAC Use Dilution study
was submitted on 11/99 and is identified as MRID 45016906. The summary of the
data from that study indicates that “Axenchl passes the AOAC Use Dilution Test
when S. aureus, ATCC 6538; S. choleraesuis, ATCC 10708 and P. aeruginosa,
ATCC 15442 are exposed to the test material for 10 minutes at 20x1 C. All of the
sterility and viability control culiures met the resistance required to meet the
criteria for a valid test. These conclusions are based on the observed data.”

In addition to the lack of review for the hard surface disinfectant study, we have not
received reviews on the acute studies either. The EPA may have already reviewed the
submitted in November 1999 for the technical, the same time as the MicroBio Test
study. They are the acute oral (MRID 45016901), acute dermal (MRID 45016902),
eye irritation (MRID 45016903), skin irritation (MRID 45016904) and dermal
sensitization (MRID 45016905). Axenoh! is non-toxic and Product Safety Labs listed
it as a category 4 compound with slight eye trritation. The eye irritation for Axen
(MRID 45016907) has been reviewed and found acceptable!

Conclusions reached by Product Safety Labs are:

Acute-Oral Toxicity Study in Rats (MRID 45016901)

“An acute oral toxicity test was conducted with rats to determme the potential
for Axenohl to produce toxicity from a single dose via the oral route. Based on
‘the results of this study, the single dose acute oral LD30 of the test substance is
greater than 5,000 mg/kg of bodyweight...All animals su;uved and appeared
active and healthy throughout the study....There were no signs of gross toxicity,
adverse pharmacologic effects or abnormal behavior. Gross necropsy findings at
terminal sacrifice were unremarkable.” .




Acute Dermal Toxlicity Study in Rats - Limit Test (MRID 45016902)

“Ag acute-dermal toxicity test was conducted with rats tq determine the potential
for Axenoh! to produce toxicity from a single topical application. Based on the
results of this study, the single dose acute dermal LD50 of the test substance is
greater than 5,000 mg/kg of body weight. ...All animals survived, gained weight
and appeared active and healthy. There were no signs ofgross toxicity, adverse
pharmacologic effects or abnormal behavior. Gross necrbpsy findings at
terminal sacnﬁce were unremarkable.” :

Primary Eye Irritation Study in Rabbits (MRID 45016903).

“A primary eye irritation test was conducted with rabbits to determine the
potential for Axenohl to produce irritation from 2 single instillation via the
ocular route, Based on the results of the study, the test substance is classified as

- mildly irritating to the eye....No cornea!l opacity or iritis was observed during the
study...The overall incidence and severity of irritation dqcreased with time. All

. animals were free from ocular irritation within 72 hours.”

Primary Skin Irritation Study in Rabbits (MRID 45016904) :

“A primary skin irritation test was conducted with rabbits to determine the
potential for Axenohl to produce irritation after a single ftopical application,
Based on the results of this study, the test substance is classified as slightly
irritating to the skin...Twenty-four hours after patch removal, well-defined
erythema was observed at all three treated sites. Very slight edema was also
evident the two rabbits. The overall incidence and severity of irritation decreased
with time. All animals were free from irritation by Day 19 (study

~ termination)...The Primary Dermal lrrltatlon Index (PDIE) calculated for this
test substance was 1.7"



Dermal Sensitization Study in Guinza Pigs (Buehler Method) (MRID 45016905)

“A dermal sensitization test was conducted with guinea pjigs to determine the
potential for Axenohl to produce sensitization after repeated topical
applications....Based on results of this study, the test substance is not considered
to be a contact sensitizer. Historical data ...indicating a positive response to
0.04% DNCB in acetone validates the test system used in: this study.”

These studies may have been reviewed at this point. i
Therefore, we request that the information include our comments and be reviewed by

EPA’s own in-house reviewers in the interest of saving time since the data is 5o clear
that it passes the hard surface disinfectant criteria. I trust that this could by done with a
minimum of time delay since this registration has been pend.mg for over one year
since 1t was initially submitted. - -

We appreciate very much your assistance in performing an expedlted review and
resolution for registration of Axen and Axenohl.

Thapk yo -
QDAUM

John W. Kennedy
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ETI H,0
Route 14, Box 1517
Lake Ciry, FI. 32054

~ Attention: John W. Kennedy, Agent

Subject:  Axen
EPA File Symbol Number 72977-E
Your Application Dated June 16%, 2000

Axenhol _
EPA File Symbo! Number 72977-R
Your Application Dated June 16™, 2000

A review of your application packages has determined that additional information will be
required in order for us to continue processing these applications. :

P.RODU(,'T CHEMISTRY/CSF FOR AXEN, EPA FILE SYMB:OL 12977-E

. The revised Confidential Statement of Formula dated June 23"1 2000 1s incomplete
for the following reasons.

A. The 2mount of silver given in item 13a of the CSF is not conéistent with the per-
centage of the silver shown in item 13b. This inconsistency must be resolved,

B. Item 17 of the CSF was not completed as required.

C. The nominal concentration of 0.0010% for silver given in item 13b of the CSF Jloes.
agree with the label declaration of 0.0012%, :

D Citric acid at a 4 8% level in the formulation cannot be jusliﬁed as merely a
stabilizing agent, for 12 ppm of silver ion. At this concentration, citr'c 12'd has
well established antibacterizl properties, and as such must be identifiec and de-
clared as an active ingredient. (Ifthis is not the case, please - bupport yaar positten
by justification)



Page 2

E ltis Suaaestcd that the Axen basic CSF be written to show both the starting materials
which include Axenhol and-the final composition of Axen, ¢n dliut:on of Axenho! with

-and citric acid.

F. A complete chemical composition of the componen: ks
submitted for our review. The composiion would include chemacal names, CAS Reg.
Nos. and percentages of each component,

G. Submit a corrected CSF and in column 13b enter the percentages by weight for each
component. :

-

2. The 830 Test Guideline Series covering 1est protocols for coior pH, Physical state and
density of Axen were acceptable. :

3. The Accelerated Storage and Stability Study covering this prodéct was also acceptable.

PRODUCT CHEMISTRY/CSF FOR AXENHOL, EPA FILE SYMBOL 72977-R

1. The revised Confidential Statement of Formula dated June 23™, 2000, is incomplete
for the following reasons.

A. The lower control limit fori
higher than the nominal concentration forg
13b.

tem 14b cannot be
R as given in

B. The use of citric acid at concentration of 17.05% as a “stabilizer” for 0.240%
of silver citrate. The high use levels of citric acid in both the Axenhol and Axen
must also provide antimicrobial activity. Citric acid, therefore, should be
treated as an active ingredient in the formulation and dn the product labeling.

C. Submit a revised CSF and product labeling with the above corrections for our
review for Axenhol ' :

2. The product chemistry and accelerated storage and Stablli‘ly data were comp'eteu
and acceptable.

i MY s T EEE R 10 RN L
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John W. Kennedy Consultants
13"C" Sireet Sunte G
Laurel, MD 20707
Phone: (301) 496-1600
: Fax {301) 490-5793
E-MAILL: Jonntliopn oy onsunne rmonnas dom

Degﬁember 7. 2000

Marshail Swindeli : . ' :
Product Manager 33 :
Antimicrobial Biogram Divisicn (H7505C)
U S. Environmental Protection Agency
Crystal Mall 2

1921 Jefferson Davis Highway

Arlington, VA 22202

Attn; Martha Terry

Subject; Your letter 0of 11/29/00
: Axen i
EPA File symbol No. 72977-E

Axenohl
EPA File symbol No. 72977-R

Dear Mr. Swindell,

JWKC Represents ETI-H20. Dr. Ed Woolson has been the pr;marv contact with ET]-
H20 and we are responding to the subject letter. :

Enclosed is the revised CSF for both Axen and Axenohl. The revision has taken into
account the comments submitted in the chemistry review. The main function in the
formulation is to keep the silver in solution. We request that citric acid be maintained
as a stabilizer. At this time, ETIH2O wishes to drop the efficacy study for
Enterococcus faecium since it is not necessary for the hard surface disinfectant

re glstratxon

We have not received the review for the hard surface disinfectant study run by



MicroBio Test, Inc. (Sterling VA.). Efficacy studies were submitted in November
1999. We understood during the meeting with you and Dr. Shamin on May 11, 2000
that the efficacy and toxicity studies had been reviewed and found acceptable. Perhaps
we were wrong in our understanding. The MicroBio Test AOAC Use Dilution study
was submitted on 11/99 and is identified as MRID 45016906. The summary of the
data from that study indicates that “Axenohl passes the AOAC Use Dilution Test
when S. aureus, ATCC 6538; S. choleraesuis, ATCC 10708 and P. aeruginosa,
ATCC 15442 are exposed to the test material for 10 minutes at 20x1 C. All of the
sterility and viability control cultures met the resistance required to meet the
criteria for a valid test. These conclusions are based on the observed data.”

In addition to the lack of review for the hard surface disinfectant study, we have not
received reviews on the acute studies either. The EPA may have already reviewed the
submitted in November 1999 for the technical, the same time as the MicroBio Test
study. They are the acute oral (MRID 45016901), acute dem:lal (MRID 45016902),
eye imtation (MRID 45016903), skin wrritation (MRID 45016904) and dermal
sensitization (MRID 45016905). Axenohl is non-toxic and Product Safety Labs listed
it as a category 4 compound with slight eye irritation. The eye irritation for Axen
(MRID 45016907) has been reviewed and found acceptable:

Conclusions reached by Product Safety Labs are:
Acute Oral Toxicity Study in Rats (MRID 45016901)
“An acute oral toxicity test was conducted with rats to determme the potential
for Axenobl to produce toxicity from a single dose via the oral route. Based on
the results of this study, the single dose acute orai LD50 of the test substance is
_greater than 5,000 mg/kg of bodyweight...All animals survived and appeared
- active and healthy throughout the study....There were ro signs of gross toxicity,
adverse pharmacologic effects or abnormal behavior. Gro:as necropsy findings at
terminal sacrifice were unremarka ble.” :



Acute Dermal Toxicity Study mn Rats - Limit Test (MRID 45016907)

“An acute dermal toxicity test was conducted with rats to determine the potential
for Axepoh! to produce toxicity from i single tepical application. Based on the
results of this study, the single dose acute dermal LDSO0 of the test substance is
greater than 5,000 mg/kg of body weight. ...All animals survived, gained weight
and appeared active and healthy. There were no signs of gross toxicity, adverse
pharmacologic effects or abnorraal behavior. Gross necrbpsy findings at
iermma! sacrifice were unremarkable.”

Primary Eye Irritation Study in Rabbits (MRID 45016903).

“A primary eye irritation test was conducted with rabblts to determine the
potential for Axeonohl to produce irritation from a single ;mstﬂlatlon via the
ocular route. Based on the results of the study, the test sqbstance is classifted as
mildly irritating to the eye....No corneal opacity or iritis was observed during the
study...The overall incidence and severity of irritation decreased with time. Ali
animals were free from ocular irritation within 72 hours!”

Primary Skin Irritation Study in Rabbits (MRID 45016904} |

“A primary skin irritation test was conducted with rabbijts to determine the
potential for Axenohl to produce irritation after a single ‘topical application.
Based on the results of this study, the test substance is classified as slightly
irritating to the skin...Twenty-four hours after patch removal, well-defined
erythema was observed at all three treated sites. Very slight edema was zlso
evident the two rabbits. The overall incidence and severify of irritation decreased
with time. All animals were free from irritation by Day I? (study
termination)...The Primary Dermal Irritation Index (PDH) calculated for thls

test substance was 1.7"



Dermal Sensitization Study in Guinea Pigs (Buehler Method) (MRID 45016905)

“A dermal sensitization test was conducted with guinea p_figs to determine the
potential for Axenohl to produce sensitization after repeated topical
applications....Based on results of this study, the test substance is not constdered
to be a contact sensitizer. Historical data ...indicating a positive response to
0.04% DNCB in acetone validates the test system nsed inf this study.”

- These studies may have been reviewed at this point.

Therefore, we request that the information include our communts and be reviewed by
EPA’s own in-house reviewers in the interest of saving time;since the data is so clear
that it passes the hard surface disinfectant criteria. I trust that this could by done with a
mimmum of time delay since this registration has been pend:mg for over one year
since 1t was mitially submitted. :

We appreciate very much your assistance in performing an expedlted review and
resolution for registration of Axen and Axenohl. 5

OG0

John W. Kennedy
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Pages/qu through/QZv are not included in this copy.

The material not included contains the following type of

information:

Identity of product inert ingredients.

Identity of product impurities.

Description of the product manufacturing process,

Description of quality control procedures.

Identity of the scurce of product ingredients.

Sales or other commercial/financial information.

A draft product label.

The product confidential statement of formula.

Information about a pending registration action.

FIFRA registration data.
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The document 1is not responsive to the request.

The information not included 1s generally considered confidential

by preoduct registrants. If yov have any questions, please
contact the individual who prepared the response to your request.
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John W. Kennedv Consuitsnts i
13 *C" Street Suite G :
Lauref, MD 20707
Phone: (301) 490-1600
Fax: (301) 490-5793

E-MAIL: ichnionnzivConmubanmmahommn gy
De@embe’r 7, 2000

Marshall Swindel}

Product Manager 33

Antimicrobial Biogram Division (H7505C)
U. S. Environmenta! Protection Agency
Crystal Mall 2

1921 Jefferson Davis Highway

Arlington, VA 22202

Attn: Manha Terry

Subject; Your letter of 11/29/00
' Axen
EPA File symbol No. 72977-E
Axenohl -
EPA File symbol No. 72977-R

Dear Mr. Swindeli,

JWKC Represents ETI-H20. Dr. Ed Woolson has been lhc pnmary contact with ETI-
H20 and we are respondmg to the subject letter. ;

Enclosed is the revised CSF for both Axen and Axenchl. The revision has taken into
account the comments submitted in the chemistry review. The main function in the
formulation is to keep the silver in solution. We request thati citric acid be maintained
as a stabilizer. At this time, ETIH20 wishes to drop the efficacy study for
Enterococcus faecium since it is not necessary for the hard Surface disinfectan:

reglstratlon

We have not received the review for the hard surface disinfe;ctant study run by



MicroBio Test, tnc. (Sterling VA.). Efticacy studies were submitted in November
1969 We understood during the meeting with you and Dr. Shamie on May 11, 2060
that the efficacy and toxicity studies had been reviewed and found acceptable. Perhaps
we were wrong in our understanding. The MicroBio Test AOAC Use Dilution study
was submitted on 11/99 and is identified as MRID 45016906. The summary of the
data from that study indicates that “Axenohl passes the AOAC Use Dilution Test
when S, aureus, ATCC 6538; S. choleraesuis, ATCC 10708 and P. aeruginosa,
ATCC 15442-are exposed to the test material for 10 minutes at 2041 C. AH of the
sterility and viability control cuitures met the resistance i'equired to meet the
criteria for a valid test. These conclusions are based on the observed data.”

[n addition to the jack of review for the hard surface disinfectant study, we have not
received reviews on the acute studies either. The EPA may have already reviewed the
~ submitted in November 1999 for the technical, the same time as the MicroBio Test
study. They are the acute oral (MRID 45016901), acute denﬁal {MRID 45016902),
eye irritation (MRID 45016903), skin irritation (MRID 45016904) and dermal
sensitization (MRID 45016905). Axenohl is non-texic and Product Safety Labs listed
it as a category 4 compound with slight eye irritation. The eye {rritation for Axen
(MRID 45016907) has been reviewed and found acceptable:

Conclusions reached by Product Safety Labs are:

Acute Oral Toxicity Study in Rats (MRID 45016901)

“An acute oral toxicity test was conducted with rats to determine the potential
for Axenoh! to produce toxicity from a single dose via the oral route. Based on
the results of this study, the single dese acute oral LDS0 of the test substance is
greater than 5,000 mg/kg of bodyweight...All animals su¢vived and appeared
active and healthy throughout the study.... There were no signs of gross toxicity,
adverse pharmacologic effects vr abnormal bebavior. Gross necropsy findings at
terminal sacrifice were uaremarksble.” :



Acute Dermal Toxicity Study in Rats - Limit Test (MRID 45016902)

“An acute dermal toxicity test was conducted with rats t¢ determine the potential
for Axenohl to produce toxicity from a single topical application. Based on tie
results of this study, the single dose acute dermal 1.DS0 of the test substance is
greater than 5,000 mg/kg of body weight. ...All animals survived, gained weight
and appeared active and healthy. There were no signs of gross toxicity, adverse
pharmacologic effects or abnormal bebavior. Gross necrolnsy findings at

terminal sacrifice were unremarkable.”

Primary Eye Irritation Study in Rabbits (MRID 45016903)

“A primary eve waiation test was ‘conducted with rabbits to determine the
L ..t irritation from a smgleunshllahon via the
ocular route. Mzsed on the results of the study, the test substance is classified as

- mildly irritating to the eye....No corneal opacity or iritis was observed during the
study...The overall incidence and severity of irritation decreased with time. All

ani™ == weye free from ocular irritation within 72 hours.”

Primary Skin Imitation Study in Rabbits (MRID 45016904}

“A primary skio irritation test was conducted with rabbits to determine the

- potential for Axenohl to produce irritation after a single topical application.
Based on the results of this study, the test substance is classified as slightly
irritating to the skin...Twenty-four hours after patch removal, well-defined
erythema was observed at all three treated sites. Very slight edema was also
evident the two rabbits. The overall inciderce and severity of irritation decreased
with time. All animals were free from irritation by Day 19 (study
termination)...The Primary Dermal Irritation Index (PDII) calculated for this

test substance was 1.7"



Dermal Sensitization Study in Guinea Pigs (Buehler Method) (MRID 45016905)

“A dermal seasitization test was conducted with guinea p,'igs to determine the
potential for Axenohl to produce sensitization after repested topical .
applications....Based on resuits of this study, the test substance is not considered
to be a contact sensitizer. Historical data ...indicating a positive response to
-0.04% DNCB in acetone validates the test system used in: this study.”

These studies may have been reviewed at this point. :
 Therefore, we request that the information include our commems and be reviewed bv

EPA’s own In-house reviewers in the interest of saving time:since the data is so clear
that it passes the hard surface disinfectant criteria. | trust that this couid by done with a
mimmuin of time delay since this registration has been pendmg for over one year
since it was initially submitted.

We appreciate very much your assistance in performing an expedlted review and
resolution for registration of Axen and Axenohl.

O 14

John W. Kennedy
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Identity of product inert ingredients.

Identity of product impurities.

Description of the product manufacturing process.

" Description of quality control procedures.

Identity of the source of product ingredients.

Sales or other commercial/financial information.

A draft product label.

The product confidential statement of formula.

Information about a pending registration action.

FIFRA registration data.
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AXEN.,

Stabilized lonic Silver
Hard Surface Distnfectant
AXEN ® Disinfectant Pump Spray Kills Viruses and bacteria on environmental surfaces in

your heme and public places. It eliminates germs and odors on hard nonporous surfaces
that you come in contact with everyday. Use AXEN ® Disinfectant Spray:

in emply garbage cans . In diaper pails
in pet areas In empty hampers
In sick rooms On doorknobs
Linder sinks : Around toilet areas

FastEasy/Effective: Use on finished surfaces in basements, closets, attics, laundry rooms,
storage areas, vacation homes, boat interiors, shower stalls and recycling bins. Excellent
for controlling mold and mildew on mattresses, pillows and shower curtains.

Bacteria and Fungi: Viruses: _

Staph and Strep Rhinovirus {the leading cause of the common cold)

Salmonella ' Rotavirus ( the leading cause of infectious diarrhea in children).

E. Coli Respiralory Syncytial Virus (the leading cause of lower
respiratory infeclions in chitdren)

Campylobacter Poliovirus Type 1 - Adenovirus lype 2

Athlete's foot fungus - Herpes simplex Virus types 1 & 2 - Hepatitis A

Ingredients

Aclive Ingrediants:

* Silver - 00012%
inert ingredianis 99.9888 %
Total : 100.0000 %

* electrolytically generated Stverions

KEEP OUT OF REACH OF CHILDREN
PRECAUTIONARY STATEMENTS:
HAZARDS TO HUMANS AND DOMESTIC ANIMALS

CAUTION

Harmfull if swallowed. Avoid contact with eyes. Wash

thoroughy with soap and water after handling, Avoid

contamination of food and feed. Do not leave package
where children and animals may gain access.

STATEMENT OF PRACTICAL TREATMENT
iF IN EYES, flush E_vitﬁ p!emy of water. Get medical aHention if initaiion persists.

IF ON SKIN, wash with soap and water. Cet medical atieniton i imiiaticn persits.
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

NGV 2 9 2000

QFFICE OF
PREVENTION. PESTICIDES
AND TOX1C SUBSTANCES

‘,'-S
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g )
,b'\" AgenSt

Ay Pao*("

ETIH,0
Route 14, Box 1517
- Lake City, FL 32054

Attention: John W. Kennedy, Agent

Subject:  Axen
EPA File Symbo! Number 72977-E
Your Application Dated June 16", 2000

Axenhol
EPA File Symbol Number 72977-R
Your Application Dated June 16", 2000

A review of your application packages has determined that additional information wili be
required in order for us to continue processing these applications.

PRODUCT CHEMISTRY/CSF FOR AXEN, EPA FILE SYMBOL 72977-E

1. The revised Confidential Statement of Formula dated June 23", 2000, is incomplete
for the following reasons. :

A. The amount of silver given in item 13a of the CSF is not consistent with the per-
centage of the silver shown initem 13b. This inconsistency must be resolved.

B. Item 17 of the CSF was not completed as required.

C. The nomunal concentration of 0.0010% for silver given in item 13b of the CSF does
agree with the label declaration of 0.0012%.

D. Citric acid at a 4.8% level in the formulation cannot be justified as merely 4
stabilizing agent, for 12 ppm of silver ion. At this concentration, citric acid has
well established aritibacteriab.properties, and as such must be identified and de-
clared as an active ingredient.” (If this is not the case, please support vour position

by justification).



Page 2

E. It is suggested that the Axen basic CSF be written to show both the starting materials
which include Axerhol and the final composition of Axen, on dilution of Axenhol with

B0 citric acid.

F. A complete chemical composition of the component 4 B ,
submitted for our review. The composition would mcIude chermcal names CAS Reg.

Nos. and percentages of each component.

G. Submit a corrected CSF and in column 13b enter the percentages by weight for each
component.

2. The 830 Test Guideline Series covering test protocols for color, pH, Physical state, and
density of Axen were acceptable.

3. The Accelerated Storage and Stability Study covering this product was also acceptable,

PRODUCT CHEMISTRY/CSF FOR AXENHOL. EPA FILE SYMBOL, 72977-R

| The revised Confidential Statement of Formula dated June 23" 2000, is incomplete
~for the following reasons.

A. The lower control limit for i

B.

C.

i ] gwen in item 14b cannot be
higher than the nominal concentration for | - sl as given in

13b.

The use of citric acid at concentration of 17 05% as a “stabilizer” for 0.24 %

of silver citrate. The high use levels of citric acid 1n both the Axenhol and
Axen must also provide antimicrobial activity. Citnc acid, therefore, should

be treated as an active ingredient in the formulation and on the product labeling.

Submit a revised CSF and product labeling with the above corrections for our
review for Axenhol.

2. The product chemistry and accelerated storage and stability data were completed

and acceptable.

Y
2
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EFFICACY:

The submitted efficacy data were found 1o be deficient and unacceptable. Please refer
to the enclosed copy of the efficacy review under “SUMMARY OF INFORMATION
REVIEWED AND FINDINGS/CONCLUSIONS” for your corrections and guidance.

LABELING:

The Agency reserves a full label review at this time until the above deficiencies have been
resolved. Just a reminder that additional information/data may be required to support
your apphcation after the corrected efficacy data have been submitted and reviewed.

ADMINISTRATIVE (for both products):

Submit a data matrix for the Technical Grade Silver Active Ingredient. Refer the Agency's
Silver RED document. You must also submit appropriate data compensation paperwork
for the Citric Acid active ingredient. If you were using an unregistered source of citric
acid and the Selective MOS, you must submit a data matrix for the TGAI Citric Acid.

If you have any questions concerning this letter, please contact Karen M. Leavy-Munk at
(703)-308-6237.

Sincerely,

K, . !} - i C{ .-.'j‘.";
/ 1/ L,&L.U,L*v\ / ‘{/(/

Marshall Swindell
Product Manager 33

Regulatory Management Branch |
Antimicrobial Division(7505C)
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U.S5. ENVIRCNMENTAL PROTECTION AGENCY
Office of Pesticide Programs

ETI HZ20
RT. 14, BOX 1517
LAKE CITY, FL 32054

Report of Analysis for Compliance with PR Notice 86-5

Thank you for your transmittal of 08/03/00. Our staff
has completed a preliminary analysis of the material. The results are

provided as follows:

Your submittal was found to be in full compliance with
the standards for submission of data contained in PR
Notice 86-5. A copy of your bibliography is enclosed,
annotated with Master Record ID’s (MRIDs) assigned to
each document submitted. Please use these numbers in
all future references to these documents. Thank you for
your cooperation. If you have any questions concerning
this data submission, please raise them with the
cognizant Product Manager, to whom the data have been
released.
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John W. Kennedy Consultants
13 7C" Swregt Suile G
" Laurel, MD 20707
Phone: (301} 490- 1600
Fax: (301) 490-5743
E-MAIL: JohnKkeonnedyConsuhianis & hoiraail com

June 16, 2000

To: Marshall Swindell

Product Manager 33 :

Antimicrobial Division (H7505C)

- Office of Pesticide Programs®

Environmental Protection Agency :

Crystal Mall No 2 ' .
1921 Jefferson Davis Highway

Aslington, VA 22202 /
' AXEN - EPA Fite Symbol 72977-E

Subject:
AXENGOHL - EPA File Symbol 72977-R
Our Meetings of 6/15/00, Your Letter of 5/10/00 With
Rewviews of 3/31/00 and 5/8/00 and Telephone Note of 4/19/00.

Dear Mr. Swindell

John W. Kennedy Consultants (JWKC) represcms ETI H20 Inc. inall matters dealing
with pesticide clearances.

AXEN is an end-use product formulated by the dilution of AXENOHI.. The chemistry of
AXEN passed the front end screen, then was reviewed by the EPA and found acceptable
(your letter of May 10, 2000} except for minor deficiencies, which we have corrgcted.

The product chemistry of AXENOHL did not make it through the front end screen  ». .
because of minor discrepancies which we have corrected (see resubmission transmittal* -
document). The data review of the chemistry for AXENOHL should not be necessary
since the AXENOHL submission is almost exactly the same as the AXEN chemistry. .

We have also included an Accelerated Storage Stability Study of AXENOHL and AXBN < *' .
along with the chemical properties of AXENOHL. The same Transmittal Document has
an ef‘ﬂcacy study for AXENOHL. o .

g
[
[N

The question of whether the active is a new chemical was addressed using the chemlstw
conducted by Bio-Analyticat Services, Inc. under the durection of Dr. Ed Woolson. ', ., .*

AXENQHL and AXEN are a combination of electrolytically generated silver ions and
stabilizers. The artached"dala*derﬁgnmratcd that the active is 1onic sifver {attachment #1)



We then discussed the claim that the formulation i1s a "stabilized onic silver”. There was
agreement and the revised labels reflect the discussion (Attachment # 2)

Changes have been made to the Confidential Statement of the Formula (CSF) for AXEN
as requesied in your May 10, 2000 memo and EPA reviews of 5/08/00. We have also
attached a new CSF for AXENOQHL (Attachmeni # 3).

The efficacy studies was rejecied [07] because of minor deficiencies which have been
corvected (see Resumission Transmitial Document)

The toxicology review for AXEN included only the eye irritation study, which was fourd
acceptable 1o the EPA in a memo dated 5/08/00: Subject D263138. As noted. the AXEN
is the diluted form of AXENOHL and the full compliment of toxicology stuedies were
conducted on the "technical” (AXENOHL). From our review of the studies. the
AXENOHL should be category IV and therefore AXEN would also be catézor- IV. The
toxicology studies for AXENOHL can therefore satisfy the data requuements for AXTN.

The studies listed below are for AXENOHL ®, the technical concentrate (ca. 2,400 ppm Ag*)

Study Qur Conclusians MRID Numbers
1. Acute oral Toxicity L D30 >5,000 mg/Kg 45016901
2. Acute Dermal Toxicity L.D50>5,000 mg/Kg 45016902
3. Dermal Sensinization Not a contact sensitizer 45016903
4. Ocular Irmtation Mudly irrtation. [rritation 4501690>
: cleared by 72 hours. Categorv 3.
5. Dermal Irtation Slight irnitation at 72 hours 45016904

which cleared.

For the diluted product, AXEN ®, at proposed use level concentrations {ca. 12 p‘p_m Ag=) the
ocular irmtatien studv indicated the product to be practically non-irmtating with the irrration
cleared by 24 hours. (MRID 450163-01)

SUNMMARY N
The conclusion of the discussion was that the active is ionic silver and not a pew chemical as an |
"old" chemical, the following should be exempt from Lhe following battery of studies rerequested * .
in your previous letter:

Subchronic Tox.

i

2. Chrome Tox {teratology} - .....

3. Mutagenicity ' o

4. Bird LD 30 .

5. FishLC 50 : '
-7 &6 Invertebrate LC50

A new philosophy is being discussed at the EPA and is leaning toward requiring a risk assessment -
for any new uses of a chemical. Mr. Swindell indicated that it may be necessary to conduct a nsk
assessment using additional toxicology studies. We do not believe this is necessary for the -

product with such low toxjcrty espee:ally since the use pattem is only as a hard surface

disinfectant.

R




Another important factor to be considered in the use of 3 pro&ucz containing a silver ion 1s that
this unique disinfectant can be rotated with other classes of disinfectants o control resistant
organisms (bactena, fungus, virus) in a integrated approach. Any nisk assessment should take into
account pesticides that can be used in rolation 1o prevent resistance from occurting,

We suggest thai the EPA review both the AXEN and AXENOHL applications all at ence since
the "formulated"AXEN is only a dilution of the AXENOHL. In centain formulations, the addrtion
of a low toxicity surfaczant such agg iy gRashich is cleared by the EPA, may be
added in small amounts and such a muor addsion shouid not change the tox category for the
product.

It should be pointed out that ionic silver is generated in swimming pool cieanmg svstems without
any regulation. The proposed use of the subject products will be as a hard surface disu fectant at
extremely low rates (12 ppm). The benefit involved using a metal 1on at such low rates woula rer
exceed any nisks for such a use and any nisk assessment should take that fact into consideration.

.....
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AXEN.

Suabilized lonic Silver

Hard Surface Disinfectant

AXEN & Disinfectant Pump Spray Kills Viruses and bacteria on environmental surfaces in
your home and public places. It eliminates germs and odors on hard nonporous surfaces

that you come tn contact with everyday. Use AXEN ® Disinfectant Spray:

in empiy garbage cans In diaper pails

In pel areas In empty hampers
In sick rooms On doorknabs
Under sinks Around {ailet areas

Fast/Easy/Effective: Use on finished surfaces in basements, closets, attics, laundry rooms,

storage areas, vacation homes, boat interiors, shower stalls and recyclin

g bins. Excellent

for controlling mold and mildew on mattresses, pillows and shower curtains,

Baclieria and Funqi; Viruses:
Slaph and Strep Rhinovirus (1he leading cause ¢of the common cold)
Salmonella Rotavirus ( the leading cause of infectious diarrhea in children)
- E.Coli Respiratory Syncylial Virus (the leading cause of lower
C respiratory infections in children)
Campylobacler Poliovirus Type 1 - Adenovirus type 2
Athlete's foot Tungus Herpes simplex Virus types 1 & 2 - Hepatitis A

Ingredients

Aclive Ingredianis:

* Silver 0.0012 %
Inert ingrediants 99 9988 %
Total ; 100.0000 %

* electrolytically generaled Silver ions

KEEP OUT OF REACH OF CHILDREN
PRECAUTIONARY STATEMENTS:

HAZARDS TO HUMANS AND DOMESTIC ANIMALS

CAUTION

Harmfull if swallowed. Avoid contact with eyes. Wash

thoroughy wilh soap and water after handling, Avoid

contarmination of food and feed. Do niot leave package
where children and animals may gain access.

STATEMENT OF PRACTICAL TREATMENT

IF IN EYES, flush,with plenty of water. Get medical attention if irritation persists.

IF ON SKIN, wash with spap and walar. Gat madical aftentinn #irmiati

R .
SO CCIGLS.
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UNITED STATES ENVIRCNMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

SUBJECT: Product Chemistry Review of Axen

DP Barcode: D268937 Reg. No. or File Symbol: 72977-E
Manufacturing-use [ ] End-use Product [X]

Active Ingredient Composmon
*Silver........ Y 0.6012%

*electrolytically generated silver ions

TO: Marshall Swindell PM 33
FROM: Alex Traska, Chemist %’:& [© /r © / -
Product Science Branch, CT Team _
Antimicrobials Division (7510C) j (
THRU:  Karen P. Hicks, CT Team Leader / e '(/ . {h
Product Science Branch q g 2
Antimicrobials Division (7510C) 7 3!
THRU: Michele E. Wingfield, Chief
Product Science Branch
Antimicrobials Division (7510 C)
BACKGROUND:

This re-submissien in stpport of the new product registration, for the
subject hard surface disinfectant spray, was submitted by John W. Kennedy



Consultants, Inc. on behalf of the registrant, ETI H20, Inc.

The registrant, in this re-submission, is responding to the May 10, 2000
Agency letter in which specific revisions and corrections were requested to the
CSF and label.

The following documents were submitted and examined in the chemistry
review of this submission: agent’s cover letter dated June 16, 2000, revised Basic
Formulation CSF dated 6/23/00, product label dated 10/10/00 by the reviewer,
Product Chemistry Data Series 830 covering determinations of color, pH, physical
state, odor, density and accelerated stability studies.

FINDINGS:

1.The 830 Test Guideline Sertes covering test protocols for color, pH, physical
state and density of Axen were acceptable. '

2. The Accelerated Storage Stability Study covering this product was also -
complete and acceptable.

3.The amount of silver given in item 13 a of the CSF is not consistent with the
percentage of the silver shown in item 13b. This inconsistency must be resolved.

4. Item 17 of the CSF was not completed as required.

5.The nominal éoncentratibn of 0.0010% for silver given in item 13b of the CSF
does not agree with the label declaration of 0.0012% .

6. Citric acid at a 4.8% level in the formulation cannot be justified as merely a
stabilizing agent, for 12 ppm of silver ion. At this concentration, citric acid has
well established antibacterial properties, and as such must be identified and
declared as an active ingredient. { 2§ ~fhis o rd il cast, PO suppict
- Vi codieey
7. [t is suggested that the Axen Basic CSF be written to show both the starting
materials which include Axenohl and the final composition of Axen, on dilution
of Axench! with JJiEEgand citric acid.

yw,( iw.:'rﬂ 0 f}




RECOMMENDATIONS:
This re-submisston, in Support of the new product registration of Axen , i3
not accepted.

Deficiencies noted under Findings must be addressed by the registrant.

10/10/00 AT

PUNPRET

P
22
=T,
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U.5. ENVIRONMENTAL PROTECTION RGENCY JUL = amg
Office of Pesticide Programs

ETI H20
RT. 14, BOX 1517
LAKE CITY, FL 32054

Report of Analysis for Compliance with PR Notice 86-95

Thank you for your transmittal of 07/07/00. OQur staft
has completed a prellmlnary analysis of the material. The results are
provided as follows:

We are unable to accept your data submittal for further
processing and review, because of the significant
deficiencies noted below. It is being returned tc you
for correction. If deficiencies were found which apply
to your overall submission, they are described
immediately following this paragraph. If problems are
found with -individual studies, they are described below
linked to the study identifier found on the enclosed
copy of your bibliography.

Rejected study (01]

A statement of compliance or non-compliance with the
Good Laboratory Practices Standards contained in 40
CFR160 is required for all studies {(except range
finding studies and supplements to previously submitted
studies)} submitted to EPA. This statement must appear
as page 3 of all studies, and must be signed and dated
by the study sponsor, the study submittfer, and the ’
study director. Please see 40 CFR 160.TZ2 for specific
guidance.

Rejected study [02]

A statement. of compliance or non-compliance with the
Good Laboratory Practices Standards contained in 40
CFR160 is regquired for all studies (except range
finding studies and supplements to previously submitted
studies) submitted to EPA. This statement must appear
as page 3 of all studires, and must be signed and dated
by the study sponsor, the gtudy submitter, and the
study director. Please see 40 CFR 160,17 far specific




guidance.

R
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John W, Kenredy Consulitants
13 "C" Street Suite G
Laurel, MI) 20707
Phone; (301) 490-1660
Fax: (301) 430-5793
E-MAIL: JohnKewmedvConsultantsi@hotmail, com

August 2, 2000

Front End Scrzen (PR 86-5)
Antimicrobigl Divisiond7505C)
Office of Pesticide Programs
Environmental Protection Agency
Crystall Mall No. 2

1921 Jefferson Davis Highway
Arlington, VA 22202

Subject: AXEN - EPA File Symbol 72977-E

This is a resubmission based on your letter of July 12, 2000.

7) -

W._ Kennedy
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Harshzll Swincdell

Product HManager 33

Antimicroblel Bilocram Division {H7305C)
U.S> Enviromental Protectlon Agency
Crvscal Mall 2

1921 Jefferson Davis Highway
arlington, VA. 22202

Subject: New Registiraztion For AXENOHL
ot Formulation oFf AXEN

Technical Producit For
Company XKumber 72877 — &

Dear Marshall,

I
s
g
i

E20G in ail mzis
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dezaling with pesticicde and Foo
Attached are- the icllowing dat
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SUEMISSION BAR CODE # S5 L T i+ REVIEWER K J cde ¢ -Mi’!?)(

CODING FQRM FOR AFPLICATIONS FQOR REGISTRATION/AMENDMENTS

FILE SYMBOL/REG NO.%7,2 97%- & M 33 ACTION CODE /&9

DESCRIPTOR {S¥?¢¢elf ¢ s

[ ) CHILD RESISTANT PACKAGING: { ] CERTIFICATION
[ ] NON-RESIDENTIAL USE ONLY
[ ) NOT APPLICARLE

REGISTRATION TYPE: ([ ) CONDITIONAL® [ ] UNCONDITIONAL
PROPOSED CLASSIFICATION: ([ ] GENERAL [ ] RESTRICTED USE
DATE ON APPLICATION EPA RECEIVE DATE PM RECEIVE DATE
Dée| /61 60 AW N AN TR Q71 70 |00
METHOD OF SUPPORT . - FORMULATORS EXEMPTION
CITE-ALL SUBMITTED

NOT SUBMITTED
NOT APPLICABLE

SELECTIVE .
NOT SUBMITTED

—_——
[P

NOT APPLICABLE INCORRECT/RESUB
INCORRECT/RESUB '
REVIEW (S) REQUESTED DATA DATE DUE DATE
' - PACK # SENT DATE RETURNED
CHEMISTRY
EFFICACY
TOXI1COLOGY

- HED TOX.

ENVIRON. FATE

FISH/WILDLIFE

OTHER

STATUS S
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RESPONSE CODE /4 RESPONSE DATE



This s an ACCEPTED subrussion,

One copy of the PPC diagnosis anc one copy of the annotaied bibliggrznhy 252
provided for your fites. The PPC hes elready mailed oui the submine: s copv
- of the two documens, '

—

-
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Thusis a PARTIALLY ACCEPTED/COMELE "REJECTED/submissics.

A copv of the PPC cizgnosis ang th2 aanolaied bibliography are proviced for vour
nles. A second copv s provided Yor YOUf USE 1D COMTRSpORcing wiih thi cel1z

.

submuiier.

_ *[/5/%%@1

Al vetun s pretge 17
Yo Lensil Tart



is not included in this copy.

v3 £
I /%Y are not included in this copy.

Page

Pagesg;ﬂ# thfough

The material not included contains the following type of
information:

Identity of product inert ingredients.

Identity of product impﬁrities. |

Description of the product manufacturinglprocess.
_Desc;iption of quality control procedures.

Identify of the source of product ingredients.

Sales or other commercial/financial information.

A draft product label..

The product confidential statement of formula.

Information about a pending registration action.

FIFRA registration data.
. . [V -
'/f//;he document is a duplicate of page(s},(ﬁZ“IQq;

The document is not responsive to the request.

The information not included is generally considered confidential

by product registrants. If you have any questions, please
contact the individual who prepared the response to your request.
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Marsenall Swindell
Product Manager 33

Antimicrobial Biogram Division [(H7305C)
U.S> Enviromental Protection 2gency
Crystal Mall 2

1921 Jefrferson Davis Highway

2riington, VA, 22202

Qegﬁerauﬂon For AXFNDRL

Supject: Nc_'.
t For Fo*nulahlon of AXEN

Tecnnical Produc
Company Number 72977 —

Dear Marshall,

John W. Kennedv .Consultants represents ETI H20 in all meicers

dealing with pesticide and Food and Drug clearances.
Attached are the following data to support both the technical
(AXENOEL) and the formulated product. (AXEN): '

Application for Festicide
Certification with Respect
Proposed Label

(43 Ueta Matrix

o Citation of Datsa

— e —
NG
et Mt

{(5) Date Submissions
{(©) (..oﬂ ide n‘ha[ Sm‘t‘er“{en\ of Formula -
ETI H20 is goling the Selecbive Method. The Dat

Pleasa note tha
Matrix for the two products and one toxiceoleogy study 1s all

separate the two subn1¢51onsfxcep?¥brChmnm+vY
for "FAST TRACK".

We be‘elve thaL these two subn1551ons gualify
45016901

éést régard //” v Acvie Ocal onuc!¥f

a, A(,L,Te Df‘fﬂ'\ﬁ\ To;;c_u.-\/ 55016909
QZhn W. Kennedy lfwﬂﬁrj E fg,erlﬁl$Km%J 45016803
W.PrlmﬂFySKald Lrodaten) 45016904 . )

sDermm Se NS4 2 At ion 45016905
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TRANSHITTAL DATE: (See File Sembnl 72977 R Lae Srarage Sﬁublhi&(_)

LIST OF SURMITTED STUDIIS:
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. JUL 12 2000
U.&5. ENVIRONMENTAL PROTECTION AGENCY
Office of Pesticide Programs

ETI H20
RT. 14, BOX 1517
LAKE CITY, FL 32054

Report of Analysis for Compliance with PR Noctice 86-5

Thank 'you for your transmittal of_07/07/00. Qur staff
has completed a preliminary analysis of the material. The results are
provided as follows: '

We are unable to accept your data submittal for further
processing and review, because of the significant
deficiencies noted below. It is being returned to you
for correction. If deficiencies were found which apply
to your overall submission, they are described
immediately following this paragraph. If problems are
found with individual studies, they are described below
linked to the study identifier found on the enclosed
copy of your bibliography.

Rejected study [{1]

A statement of compliance or non-compliance with the
Good Laboratory Practices Standards contained in 40
CFR160 1is required for all studies (except range
finding studies and supplements to previocusly submitted
studies) submitted to EPA. This statement must appear
as page 3 of all studies, and - -must be signed and dated
by the study sponsor, the study submitter, and the
study director. Please see 40 CFR 160.12 for specific
guidance. '

Rejected study [02}

A statement of compliance or non-compliance with the
Good Laboratory Practices Standards contained in 40
CFR160 is required for all studies (except range
finding studies and supplements to previously submitted
studies) submitted.to EPA. This statement must appear
as page 3 of all.studies, and must be signed and dated
by the study sponsor, the study submitter, and the
study directecr. Plezse zee 40 CFR 18U.1Z for specific

[
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Pagé is not 1included in this copy.
e N i | . |
Pages i s through {8 are not included in this copy.

The material not included contains the following type of

information:

Identity of product inert ingredients.

Identity.of product impurities.

Description of the product manufacturing process.

Description of gquality control procedures.

Identity of the source of product ingredients.

Sales or other commercial/financial information.

A draft product label.

The product confidential statement of formula.
Information about a pending registration action.
.FIFRA registration data.

L//— The document is a duplicate of page(s)fQZﬁf&ﬁh

The document is not responsive to the request.

The information not included 1s generally considered confidential

by product registrants. If you have any questions, please
contact the individual who prepared the response to your request.
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ATTACHMENT #1 # 2

THIS IS NOT A DATA SUBMISSION,

| ONLY CLARIFICATION OF
PREVIOUSLY SUBMITTED DATA

REQUESTED BY THE EPA |

SEE ATTACHED LETTER (Dated 5/26/00)
TO MARSHALL SWINDEL
FROM DR.ED WILLSON.



Page

L4 Y-t :
Pages L/ thrOUQhé%Pé are not included in this copy.

is not included in this copy.

The material not included contains the following type of

information:

Identity of product inert ingredients.

Identity of product impurities.

Description of the product manufacturing process.

Description of quality control procedures.

Identity of the source of product ingredients.
Sales or other commércial/financial information.

A draft product label.

The product confidential statement of formula.
Information about a pending registration action.

" FIFRA registration data.

The document is a duplicate of page(s) .

The document is not responsive to the request.

The information not included is generally considered confidential

by product registrants. If you have any questions, please
contact the i1ndividual whe prepared the response to your request.
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AXEN.,

Stabilized Tonic Silver

Hard Surface Disinfectant

AXEN ® Disinfectant Pump Spray Kills Viruses and bacteria on environmental surfaces in
your home and public places. It eliminates germs and odors on hard nonporous surfaces
that you come in contact with everyday. Use AXEN ® Disinfectant Spray:

in empty garbage cans fn diaper pails

In pet areas . : In empty hampers
In sick rooms On doorknobs
Under sinks Around toilet areas

Fast/Easy/Effective: Use on finished surfaces in basements, closets, attics, laundry rooms,
storage areas, vacation homes, boat interiors, shower stalls and recycling bins. Excellent
for controlling mold and mildew on mattresses, pillows and shower curtains.

Bacteria and Funqi: Viruses:

Staph and Strep Rhingvirus {the leading cause of the common cold)
Salmonella Rotavirus { the leading cause of infectious diarrhea in children)
E. Coli Respiralory Syncytial Virus (the leading cause of lower
respiratory infections in children)
Campylobacter Poliovirus Type 1 - Adenovirus type 2
Athlete's foot fungus Herpes simplex Virus types 1 & 2 - Hepalitis A
Ingredients
Active Ingrediants:
* Silver 0.0012 %
Inent ingrediants 999988 %

Total : 100.0000 %

“ electrolylically generaied Silverions

KEEP QUT OF REACH OF CHILDREN
PRECAUTIONARY STATEMENTS:
HAZARDS TO HUMANS AND DOMESTIC ANIMALS

CAUTION

Harmfull if swallowed. Avoid contact with eyes. Wash

thoroughy with soap and water after handiing, Avcid

contamination of food and feed. Do not leave package
where children and animals may gain access.

STATEMENT OF PRACTICAL TREATMENT
iF INEYES, flustjd_\_vit'ﬁ p[e_n;_y of water. Get medical attention if irri{ation persists.

IF ON SKIN, wash with scap and water. Get medicaj atiention if iriiation persifs,



AXEN.

Stabilized lonic Silver
Hard Surface Disinfectant
AXEN ® Disinfectant Pump Spray Kills Viruses and bacteria on environmental surfaces in

your home and public places. It eliminates germs and odors on hard nongorous surfaces
that you come in contact with everyday. Use AXEN ® Disinfectant Spray:

In empty garbage cans In diaper pails

In pet areas [n empty hampers
In sick rooms - On doorknobs
Under sinks Arcund toilet areas

Fast/Easy/Effective: Use on finished surfaces in basements, closets, attics, laundry rooms,
storage areas, vacation homes, hoatinteriors, shower stalls and recycling hins. Excellent
for controlling mold and mildew on mattresses, pillows and shower curtains.

Bacteria and Fungi: Viruses:

Staph and Strep Rhinovirus (the leading cause of the common cold)

Saimonella Rotavirus { the leading cause of infectious diarrhea in children}

E. Coli Respiratory Syncylial Virus (the leading cause of lower
respiratory infections in children)

Campylobacter Poliovirus Type 1 - Adenovirus type 2

Athlete's foot fungus Herpes simplex Virus types 1 & 2 - Hepalilis A

Ingredients

Active Ingrediants:

" Silver 0.0012 %
Inert ingrediants 999988 %
Total : 100.0000 %

" electrolytically generated Silver ions

KEEP QUT OF REACH OF CHILDREN
PRECAUTIONARY STATEMENTS:
HAZARDS TO HUMANS AND DOMESTIC ANIMALS

CAUTION

Harmiull if swallowed. Avaid contact with eyes. Wash

thoroughy with scap and water after handling, Avoid

contamination of food and feed. Do not leave package
where children and animals may gain access.

STATEMENT OF PRACTICAL TREATMENT

IF IN EYES, flush with plenty of water. Get medical attention if irritation persisls.

iF ON SKIN, wash with soap and water. Get medical attantion if jeritating nersils,

et



AXEN.,

Stabilized lonic Silver
Hard Surface Disinfectant
AXEN ® Disinfectant Pump Spray Kills Viruses and bacteria on environmental surfaces in

your home and public places. |t eliminates germs and odors on hard nonporous surfaces
that you come in contact with everyday. Use AXEN ® Disinfectant Spray:

in empty garbage cans In diaper paiis

In pel areas - It empty hampers
In sick rooms B On doorknobs
Under sinks . Argund toile! areas

Fast/Easy/Effective: Use on finished surfaces in basements, closets, attics, taundry rooms,
storage areas, vacation homes, boat interiors, shower stalls and recycling bins. Excellent
for controlling mold and mildew on mattresses, pillows and shower curtains.

Bacieria and Fungi; Viruses:

Staph and Strep . Rhinovirus (the leading cause of the common cold)

Salmonella Rotavirus { the feading cause of infecticus diarrhea in children)

E. Coli Respiratory Syncylial Virus {the {eading cause of lower
respiratory infections in chiidren)

Campylobacter Foliovirus Type 1 - Adenovirus type 2

Alhiete's foot fungus Herpes simpiex Virus types 1 & 2 - Hepatitis A

indredients

Active tngrediants.

* Silver 00012 %
Inert ingrediants 99,0988 %
Total . ' 100.0000 %

* electrolytically generated Silver ions

KEEP QUT OF REACH OF CHILDREN
PRECAUTIONARY STATEMENTS:
HAZARDS TO HUMANS AND DOMESTIC ANIMALS

CAUTION

Harmfuit if swallowed. Avoid contact with eyes. Wash
thoroughy with soap and water after handling, Avoid
contamination of food and feed. Do not leave package
witere chifdren and animais may gain access.

STATEMENT OF PRACTICAL TREATMENT
IF IN EYES, flush with plefity of waler. Get medical attention if inilation persists.

tF ON SKIN, wash with snap and waler, Get mzdical atiention if irriiation persits,
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SUEMISSIDN BAR CODE #.S SO G IS
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 REVIEWER® Alys Lo
: 7

_CODING FORM FOR APPLICATIONS FOR REGISTRATION/AMENDMENTS

PM F.9

FILE SYMBOL/REG NO.JPoZ P77~ £

ACTION CODE_-/ ifﬁ

. DESCRIPTOR /1/,544_) 4 /g/o//egff_dﬂ

[ ] CHILD RESISTANT PACKAGING: . [.

REGISTRATION TYFE: -
PROPOSED CLASSIFICATION:

DATE ON APPLICATION

'] CONDITIONAL |

] CERTIFICATION
[ ) NON-RESIDENTIAL USE ONLY

-1 1} nOT APPLICABLE

[ ] GENERAL |

EPA RECEIVE DATE

] UNCON'DI TIONAL

'] RESTRICTED USE -

PM "_RECEIVE ‘DATE

/1241 99 A\ da ) s 127 1d0 % =
* . ‘METHOD' OF  SUPPORT . -EORMULATORSTEXEMPTIQN
{ ] CITE-ALL [ )-SUBMITTED .
{. ') SELECTIVE ', { ) NOT SUBMITTED
{ 1 NOT SUBMITTED [ ] NOT APPLICABLE
[ )..NOT APPLICABLE [ .}J_INCORRECT/RESUB . . ... ... __'
[ 3 INCORRECT/RESUB . | ' o e
REVIEW(S) REQUESTED DATA ' .  DATE DUE DATE
;o . 'PACK # SENT DATE RETURNED
CHEMISTRY
EFFICACY
>
- HED TOX.
 ENVIRON, FATE
_ FISH/WILDLIFE )
OTHER .
STATEE -
- : - ' MAY 1. a
RESFONSE CODE 2 & 'RESPONSE DATE _-_ 1.0 200




- ETIH20,
~ Route 14,
- Lake City, FL 32054

Attn.:

Subject:

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

Inc.
Box 1517

+ John Kennedy, Agent

AXEN

EPA File Symbol 72977-E
Application Dated November 28, 1999

MAY

P 0 2000

The application referred to above submitted in connection with registration

- under the Federal Insecticide, Fungicide and Rodenticide Act as amended is

incomplete. Before the agency can continue processing your application you must
satisfy the deficiencies listed below.

1. Refer to the attached Product Chemistry Science Review for data
deficiencies. Corrections and clarifications must be made on the

Confidential Statement of Formula form, and in the declaration of the

appropriate active ingredient. As discussed by phone with the company
representative, silver citrate may be a new chemical, but a final
determination will be held in abeyance until the agency has met with the
company to discuss the chemistry of the product.

. Refer to the attached Product Toxicity Science Review for data

deficiencies. The submitted primary eye irrit6iation study is acceptable ;
however, the application package make no mention of the other acute

CONCURREMCES
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L)

toxicity data requirements. Data support for each must be submitted. As
discussed by phone with the company representative, additional toxicity
data, environmental fate, ecological effects, efficacy, and exposure data
will also be required if the active ingredient is determined to be a

new pesticide active ingredient.

The agency reserves a full label review until after the above deficiencies
have been satisfied.

If you have any questions concerning this letter please contact Marshall
Swindeli at 703-308-6341. :

‘Sincerely yours,

Marshall Swindell

Product Manager 33

Regulatory Management Branch 1
Antimicrobials Division (7510C)
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%GM@Q WASHINGTON, D.C. 20450

4 prore”
GFFICE OF
PREVENTION, PESTIZIDES
END 1QXIC SUESTANCES
05/08/G0
MEMORANDUM

Subject:  D263138
AXEN®, EPA File Symbol 72977-E

From: Wallace Powell, BIOIOQ!St %//1)%’”
Product Science Branch o5 F
Antimicrobials Division (7510C) ~ (’
o
Thru: Karen P. Hicks, Team Leader / 6&
Chemistry/Toxicology Team [

Product Science Branch ' /‘h / b/[ fl
Antimicrobiats Division (7510C) /

Michele E. Wingfield, Chief
Product Science Branch
Antimicrobials Division (7510C)

To: Marshall Swindell, Product Manager, Team 33

Regulatory Management Branch |
Antimicrobials Division {7510C)

BACKGROUND

In an application for registration of AXEN®, EPA File Symbol 72977-E, the applicant,
ETI H20, Inc. {as represented by an agent), has submitted a primary eye irritation
study, MRID 450165-01. The product iabel is labeled as a hard surface disinfectant

spray containing the active ingredients Axenohl!® (0. 0012% of the formulation by weight)
andﬁ

RECOMMENDATION

The submitted primary eye i_rritation study, MRID 450165-01, is acceptable and places
AXEN in acute toxicity Category-lV for eye irritation.

The application package makes no mention of the other acute toxicity data
requirements — acute oral toxicity, acute dermal toxicity, acute inhalation toxicity,
primary dermal irritation, ana dermal sensitization. Data support for each must be

1%



72977-E, page 2 of 3

submitted. Data support ban be direct (submitted studies, which is generally the
recommended approach) or indirect (cned or submitted studles, or waiver requests with
specific rationales).

(The reviewer assumes that that CSF entry refers to a process whereas the rest of the
CSF represents the final product.) PSB will need clarification on this matter if acute
toxicity data waivers are requested, or if studies are cited which were conducted on
other products.

PRODUCT LABELING

Betermination of the fequired precautionary (human hazard) and first-aid (practical
treatment) label statements cannot be completed until the acute toxicity data
requirements have all been met. '

Y
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72977-E. page 3of 3
DATA REVIEW FOR PRIMARY EYE {RRITATION TESTING |

Reviewer. W, Powelt
Product No.. 72977-E

DP Barcode: D263138

MRID No.. -450165-01
Report No.: 8115 (Study No.)
Study Completion: 10/06/98
Author: George E. Moocre

Conclusion:

Toxicity Category: {V

Classification: Acceptable

Quality Assurance {40 CFR §8160.12): Included
Procedure Deviations: None noted

Testing Facility: Product Safety Labs
725 Cranbury Road, East Brunswick, NJ 08816

Test Material: AXEN, Lot #8995A, a clear liquid

Test Animal:

Rabbit, New Zealand atbino

Age: Adult

Weight: Not indicated

Source: Davidson's Mill Farm, South Brunswick, NJ

Test Method:

G.1 mL of the undiluted test material was instilied into the conjunctival sac of one

eye of each of three rabbits {1 female, 2 males} that were pre-screened for health |
and for eye abnormalities. Upon instillation, eyelids of the treated eyes were held :
together for approximately 1 second. The untreated eye served as a control.

Ocular irritation was evaluated and graded according to the Draize criteria, at 1, 24,

48, and 72 hours post-instillation. Fluorescein solution was emgployed at 24 hours

to verify absence of corneal opacity.

Results and Discussion;

No 'positive’ conjunctival irritation, corneal opacity, or iridal invoivement was
observed during the study. Irritation was limited to conjunctival redness of grade 1
(i.e., vessels injected above normal) in 2/3 animals at 1 hour post-instillation. This
cieared by the 24 hour observ'ahon All animals appeared active and healthy. The
data place the test material in acute Toxicity Category {V for eye irritation.



UNITED STATES ENVIRONMENTAL FROTECTION AGENQY
WASHINGTON, D.C. 204560

QFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

SUBJECT: Product Chemistry Review of Axen

DP Barcode: D263136 Reg. No. or File Symbol: 72977-E
Manufacturing-use [ ] End-use Product [X]

Active Ingredient Composition:
*Axenohl........ rervareereesEreeeerr st enbrebuerteseraterientetatrastestaseetas 0.0012%

- RS AU SRR ml

*Sllver catrate generated electrically

TO: - Marshall Swindell PM 33 |
FROM: Alex Traska, Chemist é E r 5 /3 { /"3_10
Product Science Branch, CT.Team_
: Antimicrobials Division (7510C) (
J
THRU: Karen P. Hicks, CT Team Leader
Product Science Branch _
Antimicrobials Division (7510C) 3/0‘0

‘THRU: Michele E. Wingfield, Chief
: - Product Science Branch
Antimicrobials Division (7510 C)

BACKGROUND:
This application for a new product registration, for the subject disinfectant

spray, was submitted by JohnW. Kennedy Consultants, Inc. on behalf of the
registrant, ETI H20, Inc.



In support of the new registration for Axen a hard surface disinfectant
spray, the following documents were submitted and examined in the chemistry
review of this submission: agent’s cover letter (date missing), Basic Formulation
CSF dated 11/28/69, product iabel dated 1/! 1/00, Product Chemistry Data-
Guidelines 61, 62 and 63. Also examined for this review was pending jacket file
#72977-E. | |

FINDINGS:

1. The following deficiencies were noted in the review of the CSF:
a. Item 1 and 2 of the CSF were incomplete
b. prowde source of supply for all components utilized in the formulatlon as

required in item 11
c. CAS Reg. Nos. should be provided for all components used in the

formula as required in item 10
d. the CAS Reg. No. for citric acid is 77-92-9 and not 126-45-4 as given in

the CSF

e Jis a dispersant and an inert ingredient as given in the CSF.
therefore not be listed in the ingredient statement as an active

_ingredient.

3. The use of 4.8% citric acid in the formulation as a dispersant for silver citrate is
questioned since silver citrate is only present at a 0.0012% level.

It appears that the primary effect of citric acid in the formulation is that of an
active ingredient. At a 4.8% level citric acid should be treated as an active
ingredient since at this level it provides significant germicidal properties to the
formulation. -

4. The registered trade mark "Axenohl " cannot be used in the active ingredient
declaration. The common chemical name must be used in the declaration of

ingredients e.g. silver citrate.
Based on the prior comments, the requirements of PR Notice 91-2 have not been

satisfied.

5. The active ingredient, silver citrate, is not for use in pesticide formulations. A
MSDS including a complete cl‘iemlcal characterization of the active ingredient
must be provided to initiate the clearance of silver citrate by the Agency.



6.The following deficiencies were noted in the review of the Product Chemlstry

Data package:.
a. test parameters for pH were not provided e.g. percent concentration of
test solution, temperature '
b. no initial 30 day storage stability study was provided and the one-year

study 1s still outstanding
c. it is not clear from the discussion of the manufacturing process whether

the disinfectant spray is a propeilant driven aeroso) spray or a pump spray
RECOMMENDATIONS:

This application, for the new product registraﬁpn of Axen , is not accepted.
Deficiencies noted under Findings must be corrected and all additional

information requested must be provided for further Agency review,

3/31/00 AT



JL0185-00

Marshall Swindell

Preduct Manager 33

Antimicrobial Biogram Division (H7505)
U.S. Enviromental Protection Agency
Crystal Mall 2

1921 Jefferson Davis Highway
Arlington, VA. 22202

Subject: New Registration For AXEN
Company Number 72977—5

Dear Marshall,

John W. Kennedy Consultants represents ETI HzC in &ll matters

dealing with pesticide and Food and Drug clearances.

Support for the subject product is attached to the application for
AXEHKCHL {technical) ' except chemistry and one toxicology
study{Primary Eye Irritation in Rabbit}.

The feollowing data are attached to this submission:

(1) Application for Pesticide
(2) Certification with Respect to Citezion ¢f
(3) cConfidential Statement of Formula -

{4} Proposed Label

(5) Data Matrix

(6} Data Subrissions

Please note that ETI H20 is going the Selective Methed.

t eégrds,

*

n W. Kennedy
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Page is not included in this copy.

i T -~
Pageg#&i/ through;ﬁ%ﬁ? are not included in .this copy.

The material not included contains the following type of

information:

Identity of product inert ingredients.

Identity of product impurities.

Description of the product manufacturing process.

Description of quality control procedures.

Identity of the source of producf ingredients.

Sales cor other commerciai/financial information.

5/// A draft product label.

IThe product confidential statement of formula.
Information about a pendihg registration action.
FIFRA registratién data.

The document is a duplicate of page(s)

The document is not responsive to the request.

The information not included is generally considered confidential

by product registrants. If you have any questions, please
contact the individual who prepared the response to your request.




JAN 2T 2000

U.S. ENVIRCNMENTAL PROTECTICON AGENCY
Office of Pesticide Programs

ETI H20
RT. 14, BOX 1517
LAKE CITY, FL 32054

Report of Analysis for Compliance with PR Notice 86-5

. Thank you for your transmitfal of 01/11/00. Our staff
has completed a preliminary analysis of the material. The results are

provided as follows:

Your submittal was found td be in full compliance with
the standards for submission of data contained in PR
Notice 86-5. A copy of your bkbibliography is enclosed,
annotated with Master Record ID‘s (MRIDs) assigned to
each document submitted. Please use these numbers in
all future references to these documents. Thank you for
your cooperation. If you have any questions concerning
this data submission, please raise them with the
cognizant Product Manager, to whom the data have been
released.



d40185-00

Marshall! Swindell

Product Manacer 33

Antimicrobial Biogram Division (H7505)
U.S. Enviromental Protectilon Agencvy
Crystal Mall 2

1821 Jefferson Davis Highway
Arlington, va. 22202

Subject: New Registration For AXEHN
Comvany Number 72977—F£

Dear Marshail,

John W. Kennedy Consultants represents ETI HzC in all matters

dealing with pesticide and Food and Drug clearances.

Support for the subject preduct is attached to the application for
AXENOHL (technical} except chemistry and one toxicology
study(Primary Eye Irritation in Rabbit).

The following data are attached to this submission:

Application for Pesticide
Certification with Respect to Citation of Data

Confidential Statement of Formula
Proposed Label

Data Matrix

Data Submissions

T ey ey ey
=2 | I T N S
et M e

Please note that ETI H20 is going the Selective Method.

I
Begt fregards, ,

n W. Kennedy



TRANZMITTAL DOCUMENT
MAME AND ADDRESS OF SUBMITTER: ETI H20

Tee 14, Bax 1517
l ale F;*‘u 4 F'L AR2o54

REGULATORY ACTION: Alew) A pplicah'om A xen Dage [
L1 !

TRANSMITTAL DATE: JIm2XK-F T
7
LIST OF SUBMITIED SIUDIES:
45016501 VoLUME 1 - DrJMC{YY Exﬂjﬁy‘/"}“‘a\ﬁaﬂ S\L‘Eg(’l’l/
Mrid No. 7 7

]IV\ \2(,« b -i..s L

45018502 oLME 2 - Pioclact Id»f’\g‘ﬁ*-i M(/ C&mno“?ﬁ o - Aaxein
Mrid No. :
VOLUME 3 -
Mrid No.
VOLUME 4 -
Mrid No.
VOLUME 5 -
Mrid No.
o ’ N 7’ N .
COMPANY OFFICIAL: ,Joém /;_/ l{@gHPJL; \\I’, A w
_ TYPED NAME SIGNATURE /
COMPANY NAME: ETL R2O C(c NS u/f&k‘f;)
COMPANY CONTACT: j?lm Lﬂ)\ KP;‘{)V}QQJ7 (36 ) 49C - /éC O
, TYPED NAME TELEPEONE

Heamp(fx] (o neq ltamts
130 St Siite &
Lauref M/IO 20707



" Page is not included in this copy.

o NG : _
Page&rékf through*gﬁyf are not i1ncluded in this copy.

The material not included contains the following type of

information:
Identity of product inert ingredients.
Identity-of product impurities.

Description of the preoduct manufaéturing process.

Description of quality control procedures.

Identity of the source of product ingredients.

Sales or other commercial/financial information.
" A draft product label. -
The product confidential étatement of_formula.
Information aboﬁt a pending registration action..
FIFRA registratién data.
The document is a duplicate of page(s) .

The document is not responsive to the request.

The information not included 1is generally considered confidential

by product registrants. If you have any questions, please
" contact the individual who prepared the response to your request.
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DP BARCODE: D263136

CASE: 068118 DATA PACKAGE RECORD DATE: 02/10/00
SUBMISSION: 8574918 : BEAN SHEET Page 1 of 1

+ * + CASE/SUBMISSION INFORMATION * * +

CASE TYPE: REGISTRATION

_ ACTION
CHEMICALS : [ :

188 FQPA-OC-ME. TOO ADDL USE
=) : 0.0010%

ID#: 072977-E AXEN
COMPANY: 072977 ETI1 H20, INC. :
PRODUCT MANAGER: 32 MARSHALL SWINDELL 703-308-6341 ROOM: CS1 6B

PM TEAM REVIEWER: PaMzLA HASTY . 703-308-7933 ROOM: CS1 6W1S
RECEIVED DATE: 01/11/00 DUE OUT DATE: 05/10/00

* o+ o+ DATA PACKAGE INFORMATION * * +

DP BARCODE: 263136 EXPEDITE: N.__DATE SENT: 02/10/00 DATE RET.: /

CHEMICAL : [ R TR S | : S

“P TYPE: 001

CSF: Y "~ LABEL: Y _

ASSIGNED TO DATE 1IN DATE QUT ADMIN DUE DATE: 05/15/00
DIV : AD /7 /7 . NEGOT DATE: /7
BRAN: PSB F A / PROJ DATE: /! /
SECT: CTT /7 /

REVR /7 /
CONTR : / !/

* % % DATA REVIEW INSTRUCTICNS * * *
Please review the chemistfy data for acceptability.
* * * DATA PACKAGE EVALUATION * #* *
No evaluation is written for this data package

* + + ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION * * *

DP BC BRANCH/SECTION DATE OUT DUE BACK INS CSF LABEL .
263138 - PSR/CTT 02/10/00 05/15/00 Y Y Y
-ty é: '.:"' ,: 3:.'_1 E}E, ‘:—;:.

vigta T mal Tl
PRSP O LT




Pageﬁa;? 1s not included in this copy.

Pages through ___  are not included in this copy.

The material not included contains the following type of

information:

Identity of product inert ingredients.

Identity of product impurities.

—

Description of the product manufacturing process.

_Descripﬁion of quality control procedures.
Identity of the source of product ingredients.

Sales or other commercial/financial information.
A draft product label.
-The product confidential statement of formula.

Information about a pending registration action..

FIFRA registration data.

-

“" The document is a duplicate of page (s} o

The document is not responsive to the request.

The information not included is generally considered confidential

by product registrants. If you have any questions, please
contact the individual who prepared the response to your request.
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.FRONT END_PROCESSING APPLICATION INFORMATION CHECK

DATE: ;////140 :

EPA COMPANY NUMBER /57 7/~

EPA REGISTRATION NUMBER

STATUS  (For Amendments) Active Cancelled
Not in REFS

“Me-Too” CITED PROBUCT STATUS Active Cancelled
Not in REFS

o )
'PRAT RECORD CREATEI/ Ve
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413 read iIMirucUens srravase Sefors comaleting form.

Form Apprgvad,

o088 Ho

, 10702050, Aoproval sxpires 2.

Uanitad Steing
Environmental Protection Agency

x Registraticn

Amendment

JEPA

YWasmington,

o0 20480

[ | Other

Application for Pesticide - Section |

Ccmpany/Product Numpar

ET1 H20 ] A

Prapased Jlassiiicauon

J— 2. EPA Praduct Manager 3.
g7 /L

Cempany/Proguct {(Mame)

XEN

_qujzla-( S;..:_&!LC(E_LL ¥ Ef"ong D Reslncied

Name and Address of Applicant flnciude ZiF Codel

ETIH20 )
Route. 14, Box 1577 to:
fLake €0k Fi. 32054 EPA Reg. No.

D Chack 1f this {5 a new sddréss

Pz 5
Team 33 “
e with FIFRA Section 3(cl(31

5. Expedited Review. In accorgarc
{w){it, my product is sumalar or identical in composition and labelng

Product Name

Section - |l .

j Amarncmant - Expiain below.

]

] Motification - Explain balow.

briission in responea to Agancy fsfler dated

Final printad labels in response 1o
Agency letlar dated
"Mes Too™ Applicaton.

L]
[
X

Othar - Explain balow.

planation: Uss additiénal pagais] if necessary.

New registration

{For gactan | and Saction 1.}

Section - 1l

eatarial This Product Wil Ba Packaged In:

‘'d-Rasistant Packaging Unit Packaging Watar Sciuble Packaging 2. Typa of Containar

Yos~ Yas Yeos Maortal

N N X Plastic

o | o No Glass
- . If "Yes~ Nao. per it "Yms" Na. par Pepar
'&‘b _:ru‘;n muyst Unit Packaging wgt., containas Package wgt caniainar Othar (Spacifyl
suomilte
29 0z, 12 i

oscation of Nat Contants Infaermsetian

5. Location of Labal Dlracnons

4. Sizels) Retail Container

X | OnlLabel
| Labal [] Containsr 2 oZ. to 559““0“9 X | On Labeling accompanying produci
lannar in Which Label is Affixed to Froduct Lithogreph Cther
X Papa? IEsd D
Stenciled '

Saction - IV

ontact Point {Commplete /tems directly befow for identificotion of individual 1o be contecrad, if necessary. o procass Ihis application.}]

Telophone No. {include Area Cada) .

Tite President of \éemmdLTC‘an‘-‘uih

Tohn W. %e““e‘{‘f Lomsaltant +o ETI H2D 301-490- 1660
Certification 6. Date Application
Fezaad

! certify that the stetemaents } have made on this form and all attachmanis therato ars trua, accurats and comrplcre.
i acknowledgs that any knowingly faisa or mzslaudmg statament may be punrshubla by fine or imprisonmant or

both und aﬁppllcj!eﬂa w,

(Stampad? _

anature Q’/J M

3. Title pr‘ g dent st Ein ), He’nneir—{

Canngfbo aTs —

Consaftaxf te ETL H20

ped Marma

Tohn . Mcnnecb{

e,

28/ |

orm 8570.1 {Rav. B-54} Pravious sditians are obsolata.

Whita - EPA Fils Copy lariginal} Yellow - Applicant Copy
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S Smmy o UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
] M ¥ WASHINGTON, D.C. 20460
K’ &

- 01/13/2000

OFFICE OF
PREVENTION, PESTICIDE ALD
TOXIC SUBSTANCES

ETIH20
Route 14, Box 1517
‘Lake City, FLL 32054

PRODUCT NAME: Axen

COMPANY NAME: ETIH20

OPP IDENTIFICATION NUMBER: 256680
EPA FILE SYMBOL: 72977-E

EPA RECEIPT DATE: 01/11/2000

SUBJECT: RECEIPT QOF APPLICATION FOR A NEW REGISTRATION

DEAR REGISTRANT:

The Office of Pesticides Programs has received your application for a new registration and it has
passed an administrative screen for completeness,

Please note that this is bnly a notification of receipt of your application. This is only the first stepin
the application process, and does NOT constitute approval,

If you have any questions please contact Marshall Swindell, Product Manager 33, at {703)-308-6341.

Sincerely,

. D
- /:.‘-'J;,%
LA Corg.

Front End Proéing Staff
Information Services Branch
Information Resources & Services Division

internet Address (URL}  hitpf/Awww.epa.noy ¢
Recycled/Recyclable Printed with Vegetable Qil Based inks on Recycled Paper (Minimum 25% Postconsumer)




JOHN W, KENNEDY CONSULTANTS, INC.

13 "C" Sracs=v, Swite G, LAUFlEL WD 207067
Tevzpwone! {301) 280-1800, FAX: (301} £80.5793

Marshall Swindell

Product Manager 33

Antimicrobial Biogram Division {(H7505)
U.S. Enviromental Protection Agency
Crystal Mall 2

1921 Jefferson Davis Highway
Aarlington, VA. 22202

subject: New Registration For AXEN
Company Number 72977—F£

Dear Marshall,

John W. Kennedy Consultants represents ETI H20 in all matters
dealing with pesticide and Food and Drug clearances.,

Support for the subject product is attached to the applicatioh'for
AXEHCHL {technical) except chemistry and one toxicology
study{Primary Eye Irritation in Rabbit).

The following data are attached to this submission:

Application for Pesticide
Certification with Respect to Citation of Data

)

)

} Confidential Statement of Formula
)

)

)

Proposed Label
Data Matrix.
Pata Submissions




JOHN W, KENNEDY CONSULTANTS. INC.
13 "8 Svager, Surre G, Lauss:, MDD 20707
Terepaons: (30T) 2501600, FAX: (301) 450-57¢3

Mr. Marshall Swindell

Product Manager 33
Antimicrobial Biliogram Branch
Registration Division (H7505C)
Enviromental Protection Agency

Crystal Mall No. 2
1921 Jefferson Davis Highway

Arlington, VA, 22202
Subject: New Registration For AXEN and AYENOHL
Company number 72977

Dear Marshall,
AXEN is a end-use prduct formulated by the dilution of AXENOHL
(technical product).

enohl® is a cdmb'maﬁon of electrolytically generated silver ::.'tric acid and o

Regmu'atlon is be:ng sought Erom EPA for use as a ha.rd surface dlsmfect.ant \ffany orga.msrns are

controlled ar dilute (<12 ppm Ag+ or less) including Sa:‘mone{!a cholerasuis, Pseudomonas :
aeruginosa, Staphylococcus aureus, and Enterococcus faecium. Enterococcus faecium was tested

as a surrogate for drug resistant (i.e. Vancomycin Resistant Enterococcus, (VRE)) bacteria. ..

Axenohl® is not 2 colloidal preparation of silver, but is an orgénic acid/silver complex. Without
the organic acid, silver is neither as effective nor as stable. The acid maintains stability and
solubility.

Toxicity studies have been done in CCJII_]UDCUOD with the EPA submission. The results are as
follows for Axenohl®, the technical concentrate (ca. 2,400 ppm Ag+):

1. Acute Oral Toxicity LD.>5,000 mg/Kg

2. Acute Dermal Toxicity LDy >5,000 mg/Kg

3. Dermal Sensiuzation Not z contact sensitizer

4. Ocular Irritation Mildly irritating. Iritation cleared by 72 hours. Catﬂgory 3.
5. Dermal Irritation Slightly nrritating at 72 hours.

For the diluted product, Axen®, at ﬁrdposed use level concentrations (ca. 12 ppm Ag+):
1. Ocular [mitation Practically non-irritating. britadon cleared by 24 hours.

Category 4.

These results indicate that Axenohl® and Axen® are non-toxic and can even be used i the eye
with little problem. Neutralization for eye uses would likely reduce the irritation even inore.

Silver and silver compounds _éE:ntrpL over 650 different microbes, i.e. bacteria and fungi as cited




by the National Academy of Sciences.

1]

AL/

ohh W. Kennedy
John W. Kennedy Consutitants, Inc.
Agent for ETTH20 -



ETI] ko, Lnc.
Rt 14 Box 1517, Lake City, F1 32024
V. 9047550389 FAX: 904-735-8642
E-Mail: microbio@alliel.net

Date; 10-18-99

To Whom it may concern:

ETI H20, Inc. authorizes John W. Kennedy Consultants, Inc. of 13 “C” Street, Suite G,
Laurel, MD 20707 to act on behalf of ETI H20, Inc. on all matters relating to regulatory
actions before the US Environmental Protection Agency, the Food and Drug
Administration and the State Regulatory Authonties.

%57%7#

Andrew B. Arata
President and CEO

Cc: Dr. Edwin Woolson, EPL-BAS




Form Agproved OB Mo, 20700050

;-';‘J‘} _ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
N : 401 M Street, S.W.
WASHINGTON, D.C. 20450 ' )

Peparwork Reduction Act Notice: The puthic reporing burden for ihis collecion of informaton ‘s estimated o average +.25 hours ser response for registralion
12 G 25 ROUMS Der response for reregistranion and special review acivilies, including tims ior reacing ine insirucicns snd comoeting (he necessary forms  Send
omTenls regarding bumen eslimale or any ciker a3pec of this —cllection of information. ingluding suggestions for reducing the burcen to: Director, OFFE
witamalicn Management Crvision {2137). U.S. Environmental Proteciion Agency, 401 M Sireet, 5% Washingion, DC 20460,

25 not senG ihe Coumplelsd fomm 1o s adtrery.

Certification with Respact to Citation of Data

spphcant'sRegisirant's Name, Address, and Telephore Number ~ Condu [tant{Tehn Kennag PA Registraton NumbetFile Symbol

ETL 20, Reute |4, Box 1577, 4o ke City Fl, 0049671620 1.9 - £

szive Ingredient(s) and/or repressntative tesi <:=l:l."|'tpon|..rnc(s)l o Cata -

SilverCitrate /(./.28/;9

seraral Use Patlerm(y) (st 3l thosa claimed for this preduct vsing 40 CFR Part 158) F;rodud Name 4. .
Gucdeline 21-2  Surface disfinFectants /4)(5/1/

NOTE: M yoir produc s @ 100% repackaging of another purchased EPA-registered product labeled for ail the same uses an your label, you do not need 1o
wbmit this fom. You must submil the Formulalars Exemplion Statement {EPA Fomn 8570-2T.

|—1 " lam respending 1o a Data-Cal-in Netice, and have included with this form a list of companies senl offers of compensaticn (the Data Mateix fom should
L b used for this purpose). _ .

SECTION I: METHOO OF DATA SUPPORT (Chack ane method only}

| am using the seleciive method of support (or cite-a8 oplion
under the selective method), and have inc'uded with this form a
complated st of dala requirecrants (the Data Matrix form must be
used). -..

| am vsing Ihe cite-all melhod of support, and have included with this form
D a list of companies sent offers of compensation (the Data Matrix form E
should be used for this purpose). .

SECTION Ii: GEMERAL CFFER TO PAY

Required if using the cite-all method of when using the cite-all option under the serective method to satisly one or more dala requirements)

j | hereby offer and agree lo pay compensalion, 1o other perscns, with regard 12 1he appreval of this application, to the exter!t required by FIFRA,

SECTION i) CERTIFICATION

I cantify that this application for registration, Lhis torm for reregistraiion, or this Data-CalkIn response is supported by all dala submitted or ciled in the
splization for registration, (e form for reregistration, or the Data-Call-In response. | addition,  the ¢ite-af option ¢r cile-ail oplion urder the selective method iy
gic 4 i Section |, this application s supported by all data in the Agency’s files that {1) concem the properties or effects of this product or an identical or
ib 1ty similar product, or ona of more of the ingredients in this product; and (2} is a type of data that wouid be required to be submittad under the ala
quienents in effect on (he date of approval of this application if tha application sought the initial registration of a product of identical or similar Compasition and

s,

I cartfy that for each exciusive use study cited in suppoent of this registration o remegistration, that | am the onpinal data submitter or that | have obtained §

-3 writen parmission of the origmnal dsta submiter to cta that study.

{ cerify that for sach study cited in support of this registration or reregistration that is not an exclusive use study, eiher: (a) | am the oniginat data
bmifter, {b) | have cbiained the permission of 1he original data submiter fo usa the study In suppont of this application; (<} alf peniods of eligibility for
mpensation have axgired for the study; (0) the study @ n the public lteralure; or (8} | have notifed in wriling lhe company that sudmed the study and have
ered (1) Lo pay compensalicn [0 the extent required by sections J(c)(1){F} and/or J(c)2)(8) of FIFRA: and (ii) to commence negetiations tc determine lhe
rount and terms of compensation, if any, to be paid for the use of the study. )

I certity that in 2l inatances whers an offer of campensation is required, copies of all offers Lo pay compensation and svidance of their deflivery in

sodance with sections 3{c) 1XF) and/er 3(c)(2)(B) of FIFRA am available and wil be submitted 1o the Agency upon requsst. Should | fait 1o produae such N
dence to the Agency upan nequest, | understand that the Agency may initiate action 10 derry, cancel of suspend the registration of my produd 4 conformily witi b

"RA. .

1 cortify that the statemants | have made on this form and all attachments to it are trus, accurate, and complete. | acknowfedge thatany B
swingly txlse or misleading statament may bs punlshabls by fina or Imprisonmsat or both under applicable law. : : :
) el e

4 T{'.‘-:.te Typed or Printed Name pnd Tile

/4/23/99 Tohn L) J'fennec!af -G:nSuffanf"

-, ol

i G
r“'g’d‘ '

Zom 8534 (8-97) Electronic and Paper versions availaole. Submi only Faper version,




. ' . Form Approved C31AL Ha, 2070.0006
K&\ o TED STATES ENVIRONMENTAL PROTE N AGENCY '
NS . : 401 M Stroet, S.W,
: - WASHINGTON, D.C. 20460

Papenvork Raduciion Act Nolice: The public repering burden for this cotactlon of information {3 estimatud o overage 0.25 hours par tasponza lor teglstratton adivities and § 25 houn pet tespanse

1 reregisization ond speclal review sdivities, Including time lor reading the Inslructiens o | completing 1he necessary fonns. Send comments jeganding the burden estimala o1 any olher nspect ol es cotection of
Infortnittion, Inciuding ruggesiions for reducing the burden lo: Direcler, OPPE Infonnativn Management Division {2137}, ULS, Envlionmenlal Proloclion Ageney, 401 M Stieet, 5 W, Washinglon, OC 20468, Do not
send the form I this address.

DATA MATRIX \
1 Date Mov: 23, 1994 EPA Reg NofFila Symbot 7 2} <7 7} 7] -~ Poge | of | \
ApplicantsMegisiont's Name & Address £T{ H20 . . Pioducd :
| | | e G FL 37054 - Axen \
ngratent B3 bve v i
| Guidelino nnhch_:é"iNumber Guldaling Study Nama MRID Nmnbm. Suhimitter i Stotus l Halo \
1 2331851287010 | Acute Oral Tox in rats-Limit Tesr ETI HZ20 | C L OWN \-3’ \ \
\ 3] §9¢ ®701209 | Acute Devmal Tox in vats ~Lindt Tedt a ¢ Ouwn 1 1
B3] 507 0. 3400 | Primary Eye in Robbits . no A poww \
33y 208 8.0 . 3509 | Primgry Skin Irritation (nRakbits | A O
331509 810.360 | Dermal Sergitizatipn i Cuinea g w_ w4
331 516 3700400 | Pimgry Eye Irritation jn Rabbity | o v s
_oRevies 60,6263 . POyooludt Chean/ 3y R - 1%
Ll -3, | i Z-:‘Ff‘w CAC @y _ i b Ie L ouwn
;-2 ' EF'{\IN\(:, M}CVQ’-}'L‘;-O'J’, : o lCIL&/‘\/I ‘1
r"rﬂ'o"}vlo'l‘? -‘L ( — )L(/a/f
*} Rekado * D~ \study (lthom Lot (‘CMCQM\.LLAA— oot Axench]

— ————————
Signalim L ' o a

EIamanndTij!-u Co“sw(fau_'f' *o Untu

. , ETI~H20 ”/-’18/99
EPA Form 05T }-35 {97 E!ccﬂcntc and Pnpe?/c:slona ovallable. Submlt only Puper verslon, o Agvney lolernal Use Copy

t

cu

Aene on toveoidildo pvoelhds Axeanohn \ 11
|

\

|




R ) Fanhn Appuncd.k;)l'\ ¥
~ ] I _' .TED STATES ENVIRONMENTAL PROTE: N AGENCY - '
LHE,Z' o : 401 M Stroal, S.W.

WASIHINGTON, D.C, 204G0

Paporwark Raducllon Act Motlce: The pubic 1apoiting burdan for s coblaction of nfonnullon is astimalud Lo overaga 0.25 hours por response lor reglsiration odiviiles anil 0 25 heurs per rospanse '
weieqishialion ond speclal ieview aciillos, tncluding iimae for teading the Instruciions st compleling tho necasaery lorms. Send comments reganding tha.butden estimale ot any olher ospedt ol his collection of
inlormallon, Including suggestions lor teducing the bu:dan to: Dhaclar, OPPE Infounalion Managemen! Qiviston {2137, U.S. Enviconmenlal i'ioleclion Agency 401 M Glieal, 3.W, Washinglan 11C 20400, Do nol
send lha lonn 1o \hls address. ]

\ DATA MATRIX
\D b Ny, 26 [aqq _ EPA Reg No/Fie Symbol  —7 ) €7 77 “(‘ = Coga ot |
Appllcant'sMeglsicant's Nome & Addmss &7 | H20 ' Prodund o
| T A A e | Axen
lhmmdlcnl Sikver |
Guklelina Rulofeheo Numbat Guldslia Study Nama MRID Numbaor \Su'l_mn'ﬂler Siotus Holo
i ETT H20 Jouwn [ *A
P Oumn |74
T, ‘OUM-_ W |
N lowm |+ ] 1
TR (LU 4 [ \
o (i |
i i« l CIAN ‘ o o }\
v \G A % :#,LS\

Lo Axeron
?_,)OYZ‘J Lot VQW{E’M o)

XA, ' - L P— o L ‘
k / . o tameand Te Cpmsul{#ant 2o Dalo
' . SR : ETI~H20 - rf/ZB/S’?
EOl fotn LJ -3% (9-97) Elecionlc ond Papa?tmslcns avallabla, Submil\ enly Papar version. : . -

Public Flle Copy '

[




Page is net i1ncluded in this copy.

Pages ;?géﬁ throughcﬁﬁfg are not included in this copy.

The material not included contains the fcllowing type of

informaticon:

Identity of product inert ingredients.

Identity of product impurities.

Description of the preduct manufacturing process.

‘Description of quality control procedures.

Identity of the source of product ingredients.

Sales or other commercial/financial informatiocn.

i A draft product label.
The product confidential statement of formula.

Information about a pending registration action.

FIFRA registration data.
The document 1s a duplicate of page(s)

The document 1s not responsive to the request.

The information not included is generally considered confidential
by product registrants. If vou have any questions, please
contact the individual who prepared the response to your request.




FOR OFFIGIAL USE Oy P

REGISTRATION NOQ.

LRI7 7

@@NFEDENTML STATEMENT OF FORMULA ERGL LOSED

i DATE  SUBMITTED BY () o .
- SUBMITTED APPLICANT BASIC SUPPLIER Do Kot Wrrite C@mmhmg;
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NOTE

It shall be unlawful--for any person to use for the person's
own advantage or to reveal, other than to the
Administrator, or officials or employees of the
Environmental Protection. Agency or other Federai
executive agencies, or to the courts, or to physicians,

- pharmacists, and other qualified persons, needing such
information for the performance of their duties, in
accordance with such directions as the Administrator may
prescribe, any Iinformation acquired by authonty of the
"Federal Insecticide, Fungicide, and Rodenticide Act"
which is confidential under this Act.




Pagé 1s not included in this copy.

' 51/ Qv |
Pagesé?%&? throughﬁ¥§§ are not included in this copy.

The material not included contains the following type of

information:

Identity of product inert ingredients.

Identity of product impurities.

Description of the preoduct manufacturing process.

Description of quality control procedures.

Identity of the source of product ingredients,

Sales or other commercial/financial information.

A draft product label.

e —

L///’The product confidential statement of formula.

Information about a pending registration action.

FIFRA registration data.
The document 1s a duplicate of page(s) .

The document is not responsive to the regquest.

The information not included is generally considered confidential

by product registrants. If you have any questions, please
contact the individual who prepared the response to your request.






